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Abstract

Clinica and Laboratory Standards I nstitute document H58-A—Platelet Function Testing by Aggregometry; Approved Guideline
provides concrete, standard procedures for using aggregometry to assess platelet function in patient specimens and samples, with
the intent to achieve greater uniformity of results by laboratories following these guidelines. Descriptions of light transmission
aggregometry, whole blood impedance aggregometry, and shear-flow technologies are provided so both long-time and new users
may establish consistent, reproducible platelet function testing programsin their laboratories.
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Foreword

Platelets play a vital role in hemorrhagic, thrombotic, and vascular ischemic disorders. Antiplatelet
therapy (APT) is regarded as “the cornerstone of treatment” for various coronary conditions,® giving
dramatic rise to the introduction of new antiplatelet drugs. This in turn has increased the interest among
clinicians and laboratorians to use various tests of platelet function. One such method is platelet
aggregometry, a common technology that has been part of clinical laboratory practice for over 40 years.
Yet, surprisingly, platelet aggregometry has largely been performed without globally accepted
performance standards. Consequently, customized procedures and reagents are frequently used, often
making it difficult to obtain consistent results.

This guideline provides concrete, standard procedures for using aggregometry to assess platelet function
in patient specimens and samples with the intent to achieve greater uniformity of results by laboratories
following these guidelines. Descriptions of light transmission aggregometry (LTA), whole blood
impedance aggregometry, and shear-flow technologies are provided so both long-time and new users may
establish consistent, reproducible platel et function testing programs in their laboratories. Laboratories are
advised to consult the instrument manufacturer regarding country-specific registration and/or clearance,
eg, US Food and Drug Administration 510(k) clearance, CE mark.

Key Words

Antiplatelet therapy (APT), impedance aggregometry, light transmission aggregometry (LTA), low and
high shear, platelet activation, platel et aggregation, platelet function testing

Vi
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Platelet Function Testing by Aggregometry; Approved Guideline

1 Scope

This guideline specifies requirements/recommendations for specimen collection, preexamination
considerations, patient preparation, sample processing, testing, result analysis, and quality control (QC) in
relation to platelet function testing by aggregometry using light transmission aggregometry (LTA), whole
blood impedance aggregometry as well as low and high shear technologies. It covers anticoagulants,
specimen storage and transport temperatures, sample selection for various methodologies, establishment
of reference intervals, result reporting, result analysis, assay validation, and troubleshooting. The intended
users of this guideline are clinicians, hospital and reference laboratorians, manufacturers, and regulatory
agencies. This guideline is not intended for use with global hemostasis, platelet counting, flow cytometry,
home testing, point-of-care, or research systems. This guideline does not address therapeutic guidance or
interpretive guidelines.

2 Introduction

Platelet function testing has been a part of clinical laboratory practice since early in the 20th century.
Hundreds of publications have defined healthy and pathologic platelet activity using numerous
methodologies, such as the in vivo bleeding time, platelet aggregometry techniques, measurement of
granular content and rel ease, assessment of membrane surface markers, evaluation of signaling pathways,
and in vivo platelet survival. Y et, despite this vast wealth of information, no clear direction exists to guide
setting minimum performance standards among laboratories performing platelet function testing.
Establishing such a path is critical, given the role of platelets in both hemorrhagic and thrombotic
conditions and the rising significance of antiplatelet therapy (APT) in controlling platelet function across
a broad spectrum of vascular disorders. The goa of this guideline is to set minimum requirements for the
performance of platelet function testing when using LTA, whole blood impedance aggregometry, and
shear-flow technologies.

3 Standard Precautions

Because it is often impossible to know what isolates or specimens might be infectious, all patient and
laboratory specimens are treated as infectious and handled according to “ standard precautions.” Standard
precautions are guidelines that combine the mgor features of “universal precautions and body substance
isolation” practices. Standard precautions cover the transmission of al infectious agents and thus are
more comprehensive than universal precautions, which are intended to apply only to transmission of
blood-borne pathogens. Standard and universal precaution guidelines are available from the US Centers
for Disease Control and Prevention.? For specific precautions for preventing the laboratory transmission
of al infectious agents from laboratory instruments and materials and for recommendations for the
management of exposure to all infectious disease, refer to CLSI document M29.3

4 Terminology
4.1 A Noteon Terminology

CLSI, as a global leader in standardization, is firmly committed to achieving global harmonization
wherever possible. Harmonization is a process of recognizing, understanding, and explaining differences
while taking steps to achieve worldwide uniformity. CLSI recognizes that medical conventions in the
global metrological community have evolved differently in the United States, Europe, and elsewhere; that
these differences are reflected in CLSI, 1SO, and CEN documents; and that legally required use of terms,
regional usage, and different consensus timelines are all challenges to harmonization. In light of this,

®Clinical and Laboratory Standards Institute. All rights reserved. 1
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Related CLSI Reference Materials

C28-A3 Defining, Establishing, and Verifying Reference Intervals in the Clinical Laboratory; Approved
Guideline—Third Edition (2008). This document contains guidelines for determining reference values and
referenceintervals for quantitative clinical laboratory tests.

GP29-A2 Assessment of Laboratory Tests When Proficiency Testing Is Not Available; Approved Guideline—
Second Edition (2008). This document offers methods to assess test performance when proficiency testing
(PT) is not available; these methods include examples with statistical analyses. This document is intended for
use by laboratory managers and testing personnel in traditional clinical laboratories as well as in point-of-care
and bedside testing environments.

HO1-A5 Tubes and Additives for Venous Blood Specimen Collection; Approved Standar d—Fifth Edition (2003).
This document contains requirements for venous blood collection tubes and additives, including technical
descriptions of ethylenediaminetetraacetic acid (EDTA), sodium citrate, and heparin compounds used in blood
collection devices.

HO03-A6 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture; Approved Standard—
Sixth Edition (2007). This document provides procedures for the collection of diagnostic specimens by
venipuncture, including line draws, blood culture collection, and venipuncture in children.

H18-A3 Procedures for the Handling and Processing of Blood Specimens; Approved Guideline—Third Edition
(2004). This document includes criteria for preparing an optimal serum or plasma sample and for the devices
used to process blood specimens.

H21-A5 Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation
Assays and Molecular Hemostasis Assays, Approved Guideline—Fifth Edition (2008). This document
provides procedures for collecting, transporting, and storing blood; processing blood specimens; storing
plasma for coagulation testing; and general recommendations for performing the tests.

M29-A3 Protection of Laboratory Workers From Occupationally Acquired Infections, Approved Guideline—
Third Edition (2005). Based on US regulations, this document provides guidance on the risk of transmission
of infectious agents by aerosols, droplets, blood, and body substances in a laboratory setting; specific
precautions for preventing the laboratory transmission of microbial infection from laboratory instruments and
materials; and recommendations for the management of exposure to infectious agents.

* Proposed-level documents are being advanced through the Clinical and Laboratory Standards Institute consensus process;
therefore, readers should refer to the most current editions.

©Clinical and Laboratory Standards Institute. All rights reserved. 43



Number 31 H58-A

NOTES

44 ©Clinical and Laboratory Standards Institute. All rights reserved.



Volume 28

NOTES

®Clinical and Laboratory Standards Institute. All rights reserved.

H58-A

45



Sustaining Members

Abbott

American Association for Clinical
Chemistry

AstraZeneca Pharmaceuticals

Bayer Corporation

BD

Beckman Coulter, Inc.
bioMérieux, Inc.

CLMA

College of American Pathologists
GlaxoSmithKline

Ortho-Clinical Diagnostics, Inc.
Pfizer Inc

Roche Diagnostics, Inc.

Professional Members

American Academy of Family
Physicians

American Association for Clinical
Chemistry

American Association for Laboratory
Accreditation

American Association for
Respiratory Care

American Medical Technologists

American Society for Clinical
Laboratory Science

American Society for Microbiology

American Type Culture Collection

ASCP

Association of Public Health
Laboratories

Associazione Microbiologi Clinici
Italiani (AMCLI)

Canadian Society for Medical
Laboratory Science

COLA

College of American Pathologists

College of Medical Laboratory
Technologists of Ontario

College of Physicians and Surgeons
of Saskatchewan

Elkin Simson Consulting Services

ESCMID

Family Health I nternational

Hong Kong Accreditation Service
Innovation and Technology
Commission

International Federation of
Biomedical Laboratory Science

International Federation of Clinical
Chemistry

Italian Society of Clinical
Biochemistry and Clinical Molecular
Biology

JCCLS

The Joint Commission

Malaria Research Training Center

National Society for
Histotechnology, Inc.

Ontario Medical Association Quality
Management Program-L aboratory
Service

RCPA Quality Assurance Programs
PTY Limited

Serbian Society of Microbiology

SIMeL

Sociedad Espanola de Bioquimica
Clinicay Patologia Molecular

Sociedade Brasileira de Analises
Clinicas

Sociedade Brasileira de Patologia
Clinica

Turkish Society of Microbiology

usP

World Health Organization

Government Members

BC Centre for Disease Control

CAREC

Centers for Disease Control and
Prevention

Centers for Disease Control and
Prevention, China

Centers for Disease Control and
Prevention — Ethiopia

Centers for Disease Control and
Prevention — Namibia

Centers for Disease Control and
Prevention — Nigeria

Centers for Disease Control and
Prevention — Tanzania

Centers for Medicare & Medicaid
Services

Centers for Medicare & Medicaid
Services/CLIA Program

Chinese Committee for Clinical
Laboratory Standards

Department of Veterans Affairs

Active M ember ship
(asof 1 October 2008)

DFS/CLIA Certification

FDA Center for Biologics Evaluation
and Research

FDA Center for Devices and
Radiological Health

FDA Center for Veterinary Medicine

Health Canada

Indiana State Department of Health

Ingtitute of Tropical Medicine
Dept. of Clinical Sciences

Joanneum Research
ForschungsgeselIschaft mbH

Kern County Department of Health
Services

Meuhedet Central Lab

Ministry of Health and Social Welfare —
Tanzania

Namibia Institute of Pathology

National Cancer Institute

National Center of Infectious and
Parasitic Diseases (Bulgaria)

National Health Laboratory Service
(South Africa)

National Institute of Standards and
Technology

National Pathology Accreditation
Advisory Council (Australia)

New Y ork City Office of Medical
Examiner

New York State Department of
Health

NJ State Department of Health and
Senior Services

Ontario Ministry of Health

Orange County Health Care Agency -
Public Health Lab

Pennsylvania Dept. of Health

Saskatchewan Health-Provincial
Laboratory

Scientific Ingtitute of Public Health

State of Alabama

State of Wyoming Public Health
Laboratory

University of lowa, Hygienic Lab

USNAMRU-3

US Naval Medical Research Unit #3

USAMC - AFRIMS

Industry Members

3M Medical Division

AB Biodisk

Abbott

Abbott Diabetes Care

Abbott Molecular Inc.

Abbott Point of Care Inc.

Access Genetics

Advanced Liquid Logic

Affymetrix, Inc. (W. Sacramento, CA)

Ammirati Regulatory Consulting

Anapharm, Inc.

Anna Longwell, PC

ArpidalLtd.

A/S Rosco

Associated Regional & University
Pathologists

Astellas Pharma

AstraZeneca Pharmaceuticals

Aviir, Inc.

Axis-Shield PoC AS

Bayer Corporation — West Haven, CT

Bayer HealthCare, LLC, Diagnostic
Div. — Elkhart, IN

BD

BD Diagnostic Systems

BD Vacutainer Systems

Beckman Coulter, Inc.

Beth Goldstein Consultant (PA)

BG Medicine Inc

Bioanalyse, Ltd.

Bio-Development Sir.l.

Biohit Oyj.

Biomedia Laboratories SODN BHD

bioMérieux, Inc. (MO)

BioMérieux, Inc. (NC)

BioMérieux Spain

Bio-Rad Laboratories, Inc. — France

Bio-Rad Laboratories, Inc. —Irvine, CA

Bio-Reference Laboratories

Blaine Healthcare Associates, Inc.

Canon U.S. Life Sciences, Inc.

Cempra Pharmaceuticals, Inc.

Central States Research Centre, Inc.

Cepheid

Chen & Chen, LLC (IQUUM)

The Clinical Microbiology Institute

Comprehensive Cytometric Consulting

Copan Diagnostics Inc.

Cosmetic Ingredient Review

Cubist Pharmaceuticals

Cumbre Inc.

Dade Behring Marburg GmbH — A
Siemens Company

Dahl-Chase Pathology Associates PA

David G. Rhoads Associates, Inc.

DiagnoCure US, GP

Diagnostica Stago

Docro, Inc.

Dynacare L aboratory

Dynacare NW, Inc - Seattle

Eiken Chemical Company, Ltd.

Elanco Animal Health

Emisphere Technologies, Inc.

Eurofins Medinet

Fio

Focus Diagnostics

Gen-Probe

GeneNews

Genomic Health, Inc.

Genzyme Diagnostics

GlaxoSmithKline

GR Micro LTD

Greiner Bio-One Inc.

Habig Regulatory Consulting

Helena Laboratories

HistoGenex N.V.

Icon Laboratories, Inc.

Ikonisys Inc.

Immunicon Corporation

Instrumentation Laboratory (MA)

Instrumentation Laboratory (NY)

Japan Assn. of Clinical Reagents
Industries

Johnson & Johnson Pharmaceutical
Research and Development, L.L.C.

Kaiser Permanente

K.C.J. Enterprises

Krouwer Consulting

LabNow, Inc.

Laboratory Corporation of America

Laboratory Specialists, Inc.

LifeLabs

LifeScan, Inc. (a Johnson & Johnson
Company)

LipoScience

Maine Standards Company, LLC

Medical Device Consultants, Inc.

Merck & Company, Inc.

Merial Limited

Metabolon Inc.

Micromyx, LLC

Monogen, Inc.

Nanosphere, Inc.

Nihon Koden Corporation

Nissui Pharmaceutical Co., Ltd.

NJK & Associates, Inc.

NorDx — Scarborough Campus

NovaBiotics (Aberdeen, UK)

Novartis Institutes for Biomedical
Research

Nucryst Pharmaceuticals

Olympus America, Inc.

OneWorld-Lab, LLC

Opti Scan Bio Medical Assoc.

Optimer Pharmaceuticals, Inc.

OralDNA Labs, Inc.

Oregon Translational Research and Drug
Development Institute

Ortho-Clinical Diagnostics, Inc.
(Rochester, NY)

Ortho-McNeéil, Inc.

Paratek Pharmaceuticals, Inc.

PathCare

PerkinElmer Genetics, Inc

Pfizer Animal Health

Pfizer Inc

Pfizer Italia Srl

Phadia AB

Powers Consulting Services

PPD

QML Pathology

QSE Consulting

Qualtek Clinical Laboratories

Quest Diagnostics, Incorporated

Quintiles Laboratories, Ltd.

Radiometer America, Inc.

Reametrix Inc.

Replidyne

Roche Diagnostics GmbH

Roche Diagnostics, Inc.

Roche Diagnostics (M) Sdn. Bhd

Roche Diagnostics Shanghai Ltd.

Roche Molecular Systems

Sanofi Pasteur

Sarstedt, Inc.

Schering Corporation

Sequenom, Inc.

Siemens Healthcare Diagnostics

Siemens Medical Solutions Diagnostics
(CA)

Siemens Medical Solutions Diagnostics
(DE)

Siemens Medical Solutions Diagnostics
(NY)

Specialty Ranbaxy Ltd

Sphere Medical Holding Limited

Stirling Medical Innovations

Streck Laboratories, Inc.

Sysmex America, Inc. (Mundelein, IL)
Sysmex Corporation (Japan)

Targanta Therapeutics, Inc

TheraDoc

Theravance Inc.

Third Wave Technologies, Inc.
ThromboVision, Inc.

Transasia Bio-Medicals Limited

Trek Diagnostic Systems

Upside Endeavors, LLC

Ventana Medical Systems Inc.

Vital Diagnostics Sir.l.

Watin-Biolife Diagnostics and Medicals
Watson Pharmaceuticals

Wellstat Diagnostics, LLC

Wyeth Research

XDX, Inc.

YD Consultant

Trade Associations

AdvaMed
Japan Association of Clinical
Reagents Industries (Tokyo, Japan)

Associate Active Members

3 Medical Group

5th Medical Group/SGSL (ND)

22 MDSS (KS)

36th Medical Group/SGSL (Guam)

55th Medical Group/SGSAL (NE)

59th MDW/859th MDTS/MTL Wilford
Hall Medical Center (TX)

81lst MDSS/SGSAL (MS)

Academisch Ziekenhuis-VUB (Belgium)

ACL Laboratories (IL)

ACL Laboratories (WI)

Adams County Hospital (OH)

Adena Regional Medical Center
Hospital (OH)

The AGA Khan University Hospital
(Pakistan)

Air Force Ingtitute for Operational
Health (TX)

Akron's Children’s Hospital (OH)

Al Hada Armed Forces
Hospital/TAIF/KSA (Saudi Arabia)
Alameda County Medical Center (CA)
Albany Medical Center Hospital (NY)

Albemarle Hospital (NC)
All Children’s Hospital (FL)
Allegheny General Hospital (PA)
Allegiance Health (M)
Alpena General Hospital (MI)
Alta Bates Summit Medical Center (CA)
Antelope Valley Hospital District (CA)
Arkansas Children’s Hospital (AR)
Arkansas Dept of Health
Public Health Laboratory (AR)
Arkansas Methodist Medical Center
(AR)
Asan Medical Center (Korea)
Asante Health System (OR)
Asiri Group of Hospitals Ltd. (Sri
Lanka)
Aspirus Wausau Hospital (WI)
Atlantic City Medical Center (NJ)
Auburn Regional Medical Center (WA)
Aultman Hospital (OH)
AveraMcKennan (SD)
Az Sint-Jan (Belgium)
Azienda Ospedale Di Lecco (ltaly)
Baffin Regional Hospital (Canada)
Baptist Hospital for Women (TN)
Baptist Hospital of Miami (FL)
Baton Rouge General (LA)
Baxter Regional Medical Center (AR)
Bay Regional Medical Center (MI)
BayCare Health System (FL)
Baylor Health Care System (TX)
Bayou Pathology, APMC (LA)
Baystate Medical Center (MA)
B.B.A.G. Ve U. AS,, Duzen
Laboratories (Turkey)
Beebe Medical Center (DE)
Belfast HSS Trust Royal Victoria
Hospital (Ireland)
Beloit Memorial Hospital (WI)
Ben Taub General Hospital (TX)
The Bermuda Hospitals Board
(Bermuda)
Beth Israel Medical Center (NY)
Bonnyville Health Center (Canada)
Boston Medical Center (MA)
Boulder Community Hospital (CO)
Brantford General Hospital (Canada)
Bridgeport Hospital (CT)
Broward General Medical Center (FL)
Cadham Provincial Laboratory-MB
Health (Canada)



Calgary Health Region (Canada)
California Pacific Medical Center
(CA)
Cambridge Health Alliance (MA)
Camden Clark Memorial Hospital
(Wv)
Canadian Science Center for Human
and Animal Health (Canada)
CANNON AFB (NM)
Cape Cod Hospital (MA)
Cape Fear Valley Medical Center
Laboratory (NC)
Capital Coast Health (New Zealand)
Capital Health - Regional Laboratory
Services (Canada)
Capital Health/QE |1 Health Sciences
Centre (Nova Scotia, Canada)
Capital Health System Mercer
Campus (NJ)
Carilion Labs Charlotte (NC)
Carl R. Darnall Army Medical
Center (TX)
Carolinas Healthcare System (NC)
Cavan General Hospital (Ireland)
Cedars-Sinai Medical Center (CA)
Central Kansas Medical Center (KS)
Central Texas Veterans Health Care
System (TX)
Centralized Laboratory Services
(NY)
Centre Hospitalier Anna-Laberge
(Canada)
Centre Hospitalier Brome-
Missisquoi-Perkins (Canada)
Chaleur Regional Hospital (Canada)
Chang Gung Memorial Hospital
(Taiwan)
Changhua Christian Hospital
(Taiwan)
Charleston Area Medical Center
(Wv)
The Charlotte Hungerford Hospital
(CT)
Chatham - Kent Health Alliance
(Canada)
Chesapeake General Hospital (VA)
Chester County Hospital (PA)
Children’s Healthcare of Atlanta
(GA)
Children's Hospital and Regional
Medical Center (WA)
Children’s Hospital Medical Center

(OH)

Children’s Hospital of Philadelphia
(PA)

Children’s Hospitals and Clinics
(MN)

Children’s Medical Center (OH)

Children’s Medical Center (TX)

Children's Memorial Hospital (IL)

The Children’s Mercy Hospital

(MO)

Childrens Hosp. — Kings Daughters
(VA)

Childrens Hospital Los Angeles
(CA)

Childrens Hospital of Wisconsin
(W)

Chilton Memorial Hospital (NJ)

Christiana Care Health Services
(DE)

Christus St. John Hospital (TX)

CHU Sainte-Justine (Quebec,
Canada)

City of Hope National Medical
Center (CA)

Clarian Health — Clarian Pathology
Laboratory (IN)

Clinical Labs of Hawaii (HI)

Clinton Memorial Hospital (OH)

College of Physicians and Surgeons
of Alberta (Canada)

Columbia Regional Hospital (MO)

Commonwealth of Virginia (DCLS)
(VA)

The Community Hospital (OH)

Community Hospital of the
Monterey Peninsula (CA)

Community Medical Center (NJ)

Community Memorial Hospital (WI)

Consultants Laboratory of WI LLC
(Wh)

Contra Costa Regional Medical
Center (CA)

Cook Children's Medical Center
(TX)

Cornwall Community Hospital
(Canada)

Covance CLS (IN)

The Credit Valley Hospital (Canada)

Creighton University Medical Center
(NE)

Crozer-Chester Medical Center (PA)

Cumberland Medical Center (TN)

Darwin Library NT Territory Health
Services (Australia)

David Grant Medical Center (CA)

Daviess Community Hospital (IN)

Deaconess Hospital Laboratory (IN)
Dean Medical Center (WI)
DeWitt Healthcare Network (USA
Meddac) (VA)
DHHS NC State Lab of Public
Health (NC)
Diagnostic Laboratory Services, Inc.
(H)
Diagnostic Services of Manitoba
(Canada)
Diagnésticos da América SIA
(Brazil)
Diaz Gill-Medicina Laboratorial
SA. (Paraguay)
Dimensions Healthcare System
Prince George's Hospital Center (MD)
DMC University Laboratories (M)
Dr. Erfan & Bagedo General Hospital
(Saudi Arabia)
DRAKE Center (OH)
Driscoll Children’s Hospital (TX)
DUHS Clinical Laboratories Franklin
Site (NC)
Dundy County Hospital (NE)
Dunn Memorial Hospital (IN)
Durham VA Medical Center (NC)
DVA Laboraory Services (FL)
E. A. Conway Medical Center (LA)
East Central Health (Canada)
East Georgia Regional Medical
Center (GA)
Eastern Health Pathology (Australia)
Easton Hospital (PA)
Edward Hospital (IL)
Effingham Hospital (GA)
Eliza Coffee Memorial Hospital
(AL)
Emory University Hospital (GA)
Evangelical Community Hospital (PA)
Evans Army Community Hospital (CO)
Evanston Hospital (IL)
Exeter Hospital (NH)
Federal Medical Center (MN)
Fletcher Allen Health Care (VT)
Fleury SA. (Brazil)
Florida Hospital (FL)
Florida Hospital Waterman (FL)
Fort St. John General Hospital
(Canada)
Forum Health Northside Medical
Center (OH)
Fox Chase Cancer Center (PA)
Frankford Hospital (PA)
Fraser Health Authority
Royal Columbian Hospital Site
(Canada)
Fresenius Medical Care/Spectra East
(NJ)
Fundacio Joan Costa Roma Consorci
Sanitari de Terrassa (Spain)
Garden City Hospital (MI)
Garfield Medical Center (CA)
Geisinger Medical Center (Danville,
PA)
Genesis Healthcare System (OH)
George Washington University
Hospital (DC)
Georgetown University Hospital -
Medstar Health (MD)
Ghent University Hospital (Belgium)
Good Samaritan Hospital (OH)
Good Shepherd Medical Center (TX)
GranaSA. (TX)
Grand Strand Reg. Medical Center (SC)
Gundersen Lutheran Medical Center
(W)
Guthrie Clinic Laboratories (PA)
Haga Teaching Hospital
(Netherlands)
Hagerstown Medical Laboratory
(MD)
Halton Healthcare Services (Canada)
Hamad Medical Corporation (Qatar)
Hamilton Regional Laboratory Medicine
Program (Canada)
Hanover General Hospital (PA)
Harford Memorial Hospital (MD)
Harris Methodist Fort Worth (TX)
Hartford Hospital (CT)
Health Network Lab (PA)
Health Partners Laboratories Bon
Secours Richmond (VA)
Health Sciences Research Institute
(Japan)
Health Waikato (New Zealand)
Heidelberg Army Hospital (APO,
AE)
Helen Hayes Hospital (NY)
Hema-Quebec (Canada)
Hennepin Faculty Association (MN)
Henry Ford Hospital (M1)
Henry M. Jackson Foundation (MD)
Henry Medical Center, Inc. (GA)
Hi-Desert Medical Center (CA)
Highlands Medical Center (AL)
Hoag Memorial Hospital
Presbyterian (CA)
Holy Cross Hospital (MD)

Holy Family Medical Center (WI)
Holy Name Hospital (NJ)
Holy Spirit Hospital (PA)
Hopital Cite de La Sante de Laval
(Canada)

Hopital du Haut-Richelieu (Canada)

Hopital Maisonneuve - Rosemont
(Montreal, Canada)

Hopital Sacré-Coeur de Montreal
(Quebec, Canada)

Hopital Santa Cabrini Ospedale
(Canada)

Hospital das Clinicas-FMUSP (Brazil)

Hospital Dirino Espirito Santa
(Portugal)

The Hospital for Sick Children
(Canada)

Hotel Dieu Grace Hospital Library

(Windsor, ON, Canada)

Hotel-Dieu De Levis (Canada)

Imelda Hospital (Belgium)

Indian River Memorial Hospital (FL)

Inova Fairfax Hospital (VA)

Institut fur Stand. und Dok. im Med.
Lab. (Germany)

Institut National de Santé Publique du
Quebec Centre de Doc. — INSPQ
(Canada)

Ingtitute of Clinical Pathology and

Medical Research (Australia)

Integrated Regional Laboratories
South Florida (FL)

International Health Management

Associates, Inc. (IL)
IWK Health Centre (Canada)
Jackson County Memorial Hospital
(OK)

Jackson Health System (FL)

Jackson Purchase Medical Center (KY)

Jacobi Medical Center (NY)

John C. Lincoln Hospital (AZ)

John H. Stroger, Jr. Hospital of Cook

County (IL)
John T. Mather Memorial Hospital (NY)
Johns Hopkins Medical Institutions
(MD)
Johns Hopkins University (MD)
Johnson City Medical Center Hospital
(TN)
Kadlec Medical Center (WA)
Kaiser Permanente (CA)
Kaiser Permanente (MD)
Kaiser Permanente (OH)
Kaiser Permanente Medical Care (CA)
Kantonsspital Aarau AG (Switzerland)
Kenora-Rainy River Reg. Lab.
Program (Canada)

King Abdulaziz University Hospital
(Saudi Arabia)

King Fahad Medical City (Saudi Arabia)

King Fahad National Guard Hospital
KAMC — NGHA (Saudi Arabia)

King Faisal Specialist Hospital (MD)

King Hussein Cancer Center (Jordan)

Kings County Hospital Center (NY)

Kingston General Hospital (Canada)

Lab Medico Santa LuziaLTDA (Brazil)

Labette Health (KS)

Laboratory Alliance of Central New

York (NY)
LabPlus Auckland Healthcare Services
Limited (New Zealand)

Labway Clinical Laboratory Ltd (China)

Lafayette General Medical Center (LA)

Lakeland Regional Laboratories (M)

Lakeland Regional Medical Center (FL)

Landspitali Univ. Hospital (Iceland)

Landstuhl Regional Medical Center

(APO, AE)
Langley Air Force Base (VA)
LeBonheur Children’s Medical Center
(TN)
Legacy Laboratory Services (OR)
Lethbridge Regional Hospital (Canada)
Lewis-Gale Medical Center (VA)
Licking Memorial Hospital (OH)
LifeBridge Health Sinai Hospital (MD)
LifeLabs Medical Laboratory Services
(Canada)

Long Beach Memorial Medical
Center (CA)

Los Angeles County Public Health Lab
(CA)

Louisiana Office of Public Health
Laboratory (LA)

Louisiana State University Medical Ctr.
(LA)

Maccabi Medical Care and Health Fund
(Isreal)

Mackay Memorial Hospital (Taiwan)

Madison Parish Hospital (LA)

Mafrag Hospital (UAE)

Magnolia Regional Health Center (MS)

Makerere University Walter Reed

Project Makerere University Medical
School (Uganda)
Maricopa Integrated Health System (AZ)
Marquette General Hospital (M1)

Marshfield Clinic (W)

Martha Jefferson Hospital (VA)

Martin Luther King, Jr. Harbor Hospital
(CA)

Martin Memorial Health Systems (FL)

Mary Hitchcock Memorial Hospital
(NH)

Mary Imogene Bassett Hospital (NY)

Massachusetts General Hospital (MA)

Mayo Clinic (MN)

Mayo Clinic Florida (FL)

Mayo Clinic Scottsdale (AZ)

Meadows Regional Medical Center
(GA)

Medecin Microbiologiste (Canada)

Medical Center Hospital (TX)

Medical Center of Louisianaat NO-
Charity (LA)

Medical Center of McKinney (TX)

Medical Centre Ljubljana (Slovenia)

Medical College of Georgia -
Biomedical and Radiological
Technologies (GA)

Medical College of Virginia Hospital
(VA)

Medical Specialists (IN)

Medical Univ. of South Carolina (SC)

MediCorp - Mary Washington Hospital
(VA)

Memorial Hermann Healthcare System
(TX)

Memorial Hospital at Gulfport (MS)

Memorial Medical Center (IL)

Memorial Medical Center (PA)

Memorial Regional Hospital (FL)

Mercy Hospital (ME)

Methodist Dallas Medical Center (TX)

Methodist Hospital (Houston, TX)

Methodist Hospital (San Antonio, TX)

Methodist Hospital Pathology (NE)

MetroHealth Medical Center (OH)

Metropolitan Hospital Center (NY)

Metropolitan Medical Laboratory, PLC
(1A)

The Michener Inst. for Applied

Health Sciences (Canada)

Mid Michigan Medical Center —

Midland (MI)

Middelheim General Hospital (Belgium)

Mike O'Callaghan Federal Hospital
(NV)

Mississippi Baptist Medical Center (MS)

Mississippi Public Health Lab (MS)

Monongalia General Hospital (WV)

Montreal General Hospital (Quebec,
Canada)

Mt. Sinai Hospital - New York (NY)

MuirLab (CA)

National Cancer Center (S. Korea)

National Healthcare Group (Singapore)

National Institutes of Health, Clinical
Center (MD)

National Naval Medical Center (MD)

National University Hospital Department of
Laboratory Medicine (Singapore)

Nationwide Children's Hospital (OH)

Naval Hospital Great Lakes (IL)

Naval Hospital Oak Harbor (WA)

Naval Medical Center Portsmouth (VA)

NB Department of Health (Canada)

The Nebraska Medical Center (NE)

New England Baptist Hospital (MA)

New England Fertility Institute (CT)

New Lexington Clinic (KY)

New York Presbyterian Hospital (NY)

New York University Medical Center

(NY)

Newark Beth Israel Medical Center (NJ)

Newton Memorial Hospital (NJ)

North Carolina Baptist Hospital (NC)

North Coast Clinical Laboratory, Inc.
(OH)

North District Hospital (Hong Kong,
China)

North Mississippi Medical Center (MS)

North Shore Hospital Laboratory (New
Zealand)

North Shore-Long Island Jewish Health
System Laboratories (NY)

Northridge Hospital Medical Center
(CA)

Northside Hospital (GA)

Northwest Texas Hospital (TX)

Northwestern Memorial Hospital (IL)

Norton Healthcare (KY)

Ochsner Clinic Foundation (LA)

Ohio State University Hospitals (OH)

Onze Lieve Vrouw Ziekenhuis
(Belgium)

Ordre Professionel des Technologistes
Medicaux du Quebec (Quebec,
Canada)

Orebro University Hospital (Sweden)

Orlando Regional Healthcare System
(FL)

Ospedale Casa Sollievo Della Sofferenza
—IRCCS (Italy)



The Ottawa Hospital (Canada)

Our Lady of Lourdes Medical Center
(NJ)

Our Lady of Lourdes Reg. Medical
Ctr. (LA)

Our Lady’s Hospital for Sick
Children (Ireland)

Palmetto Health Baptist Laboratory
(SC)

Pathlab (1A)

Pathology and Cytology
Laboratories, Inc. (KY)

Pathology Associates Medical

Laboratories (WA)

Pathology Associates of Boone (NC)

Penn State Hershey Medical Center
(PA)

Pennsylvania Hospital (PA)

The Permanente Medical Group

(CA)

Peterborough Regional Health
Centre (Canada)

Piedmont Hospital (GA)

Pitt County Memorial Hospital (NC)

Prairie Lakes Hospital (SD)

Presbyterian Hospital — Laboratory
(NC)

Presbyterian Hospital of Dallas (TX)

Presbyterian/St. Luke's Medical
Center (CO)

Prince County Hospital (Canada)

Providence Alaska Medical Center
(AK)

Providence Health Care (Canada)

Provincial Health Services Authority
(Vancouver, BC, Canada)

Provincial Laboratory for Public
Health (Edmonton, AB, Canada)

Queen Elizabeth Hospital (Canada)

Queen Elizabeth Hospital (China)

Queensland Health Pathology
Services (Australia)

Quest Diagnostics, Inc

Quest Diagnostics L aboratories
(WA)

Quincy Hospital (MA)

Rady Children’s Hospital San Diego
(CA)

Redington-Fairview General
Hospital (ME)

Regional Health Authority Four
(RHAA4) (Canada)

Regions Hospital (MN)

Reid Hospital & Health Care
Services (IN)

Renown Regional Medical Center
(NV)

Research Medical Center (MO)

Riverside Regional Medical Center
(CA)

Riyadh Armed Forces Hospital,
Sulaymainia (Saudi Arabia)

Robert Wood Johnson University
Hospital (NJ)

Rockford Memorial Hospital (IL)

Roxborough Memorial Hospital
(PA)

Royal Victoria Hospital (Canada)

Rush North Shore Medical Center
(L)

SAAD Specialist Hospital (Saudi
Arabia)

Sacred Heart Hospital (FL)

Sacred Heart Hospital (WI)

Sahlgrenska Universitetssjukhuset
(Sweden)

Saint Francis Hospital & Medical
Center (CT)

Saint Mary's Regional Medical
Center (NV)

Saints Memorial Medical Center
(MA)

OFFICERS

Gerald A. Hoeltge, MD,
President
Cleveland Clinic

Janet K.A. Nicholson, PhD,
President-Elect
Centers for Disease Control and Prevention

Mary Lou Gantzer, PhD,
Secretary
Siemens Healthcare Diagnostics Inc.

W. Gregory Miller, PhD,
Treasurer
Virginia Commonwealth University

Robert L. Habig, PhD,
Immediate Past President
Habig Regulatory Consulting

Glen Fine, MS, MBA,
Executive Vice President

St. Anthony Hospital (OK)

St. Anthony’ s Hospital (FL)

St. Barnabas Medical Center (NJ)

St. Elizabeth Community Hospital

(CA)

St. Eustache Hospital (Canada)

St. Francis Hospital (SC)

St. John Hospital and Medical Center
(M1)

St. John's Hospital (IL)

St. John's Hospital & Health Ctr.
(CA)

St. John’s Mercy Medical Center
(MO)

St. John's Regional Health Center
(MO)

St. Joseph Health Center (MO)

St. Joseph Mercy Hospital (MI)

St. Joseph's Medical Center (CA)

St. Joseph's Regional Medical
Center (NJ)

St. Jude Children’s Research
Hospital (TN)

St. Louis University Hospital (MO)

St. Luke's Hospital (1A)

St. Luke's Hospital (PA)

St. Martha's Regional Hospital
(Canada)

St. Mary Medical Center (CA)

St. Mary's Hospital (WI)

St. Tammany Parish Hospital (LA)

Sampson Regional Medical Center
(NC)

Samsung Medical Center (Korea)

San Francisco General Hospital-
University of California San
Francisco (CA)

San Juan Regional Medical Group
(NM)

Sanford USP Medical Center (SD)

Santa Clara Valley Medical Center
(CA)

Saudi Aramco Medical (Saudi
Arabia)

Schneck Medical Center (IN)

Scott & White Memorial Hospital
(TX)

Scott Air Force Base (IL)

Seoul National University Hospital
(Korea)

Seton Medical Center (CA)

Sheik KalifaMedical City (UAE)

Shore Memorial Hospital (NJ)

Shriners Hospitals for Children (SC)

Singapore General Hospital
(Singapore)

SIRMC Plymouth Laboratory (IN)

Sky Lakes Medical Center (OR)

South Bend Medical Foundation (IN)

South Miami Hospital (FL)

Southern Health Care Network
(Australia)

Southern Maine Medical Center
(ME)

Speare Memorial Hospital (NH)

Spectrum Health - Blodgett Campus
(M1)

Stanford Hospital and Clinics (CA)

State of Connecticut Department of
Public Health (CT)

State of Hawaii Department of
Health (HI)

State of Washington-Public Health
Labs (WA)

Stillwater Medical Center (OK)

Stony Brook University Hospital
(NY)

Sudbury Regional Hospital (Canada)

Suncoast Medical Clinic (FL)

Sunnybrook Health Science Center
(ON, Canada)

Sunrise Hospital and Medical Center
(NV)

Sydney South West Pathology
Service Liverpool Hospital
(Australia)

T.J. Samson Community Hospital
(KY)

Taipei Veterans General Hospital
(Taiwan)

Taiwan Society of Laboratory
Medicine (Taiwan)

Tallaght Hospital (Ireland)

Tartu University Clinics (Estonia)

Texas Children's Hospital (TX)

Texas Department of State Health
Services (TX)

Thomason Hospital (TX)

Timmins and District Hospital

(Canada)

The Toledo Hospital (OH)

Touro Infirmary (LA)

Tri-Cities Laboratory (WA)

Trident Medical Center (SC)

Trinity Medical Center (AL)

Tripler Army Medical Center (HI)

Tufts New England Medical Center
Hospital (MA)

Tulane Medical Center Hospital &
Clinic (LA)

Turku University Central Hospital
(Finland)

UC Davis Health System (CA)

UCI Medical Center (CA)

UCLA Medical Center
Clinical Laboratories (CA)

UCSD Medical Center (CA)

UCSF Medical Center ChinaBasin
(CA)

UMass Memorial Medical Center
(MA)

UMC of Southern Nevada (NV)

UNC Hospitals (NC)

Union Clinical Laboratory (Taiwan)

United Christian Hospital (Hong
Kong)

United Clinical Laboratories (1A)

Unity HealthCare (1A)

Universita Campus Bio-Medico
(Italy)

University College Hospital (Ireland)

University Hospital Center

Sherbrooke (CHUS)

(Canada)

University Medical Center at
Princeton (NJ)

University of Alabama Hospital Lab
(AL)

University of Arkansas for Medical
Sci. (AR)

University of Chicago Hospitals (IL)

University of Colorado Health
Sciences Center (CO)

University of Colorado Hospital
(CO)

University of lowa Hospitals and
Clinics (1A)

University of Kentucky Med. Ctr.
(KY)

University of Maryland Medical
System (MD)

University of Miami (FL)

University of MN Medical Center -
Fairview (MN)

University of MS Medical Center
(MS)

University Pittsburgh Med. Ctr. (PA)

University of So. Alabama

Children’s and Women's Hospital
(AL)

University of Texas Health Center
(TX)

BOARD OF DIRECTORS

The University of Texas Medical
Branch (TX)

University of the Ryukyus (Japan)

University of VirginiaMedical
Center (VA)

University of Washington (WA)

UPMC Bedford Memorial (PA)

U.S. Naval Hospital (FPO AP)

US Naval Hospital Naples (FPO)

U.S.A. Meddac (Pathology Division)
(MO)

UW Hospital (WI)

UZ-KUL Medical Center (Belgium)

VA (Asheville) Medical Center (NC)

VA (Bay Pines) Medical Center (FL)

VA (Biloxi) Medical Center (MS)

VA (Chillicothe) Medical Center
(OH)

VA (Cincinnati) Medical Center
(OH

VA (Dayton) Medical Center (OH)

VA (Decatur) Medical Center (GA)

VA (Indianapolis) Medical Center
(IN)

VA (Long Beach) Medical Center
(CA)

VA (Miami) Medical Center (FL)

VA New Jersey Health Care System
(N)

VA Outpatient Clinic (OH)

VA (San Diego) Medical Center
(CA)

VA (Seattle) Medical Center (WA)

VA (Sheridan) Medical Center (WY)

Valley Health (VA)

Vancouver Coastal Health Regional
Laboratory (BC, Canada)

Vancouver Island Health Authority
(Sl) (Canada)

Vanderbilt University Medical
Center (TN)

Via Christi Regional Medical Center
(KS)

Virga Jessezieukenhuis (Belgium)

Virtua- West Jersey Hospital (NJ)

WakeMed (NC)

Walter Reed Army Medical Center
(BC)

Warren Hospital (NJ)

Washington Hospital Center (DC)

Waterbury Hospital (CT)

Waterford Regional Hospital
(Ireland)

Wayne Memorial Hospital (NC)

Weirton Medical Center (WV)

West China Second University
Hospital, Sichuan University (P.R.
China)

West Valley Medical Center
Laboratory (ID)

Western Baptist Hospital (KY)

Western Healthcare Corporation
(Canada)

Wheaton Franciscan & Midwest
Clinical Laboratories (WI)

Wheeling Hospital (WV)

William Beaumont Army Medical
Center (TX)

William Beaumont Hospital (M1)

William Osler Health Centre
(Canada)

Winchester Hospital (MA)

Winn Army Community Hospital
(GA)

Wisconsin State Laboratory of
Hygiene (WI)

Wishard Health Sciences (IN)

Womeack Army Medical Center (NC)

Woodlawn Hospital (IN)

Y ork Hospital (PA)

Maria Carballo
Health Canada

Russel K. Enns, PhD
Cepheid

Prof. Naotaka Hamasaki, MD, PhD
Nagasaki International University

Valerie Ng, PhD, MD
Alameda County Medical Center/
Highland General Hospital

Luann Ochs, MS
BD Diagnostics— TriPath

Timothy J. O’ Leary, MD, PhD
Department of Veterans Affairs

Rick Panning, MBA, CLS(NCA)
Allina Hospitals and Clinics

Robert Rej, PhD
New York State Department of Health

Donald St.Pierre
FDA Center for Devices and Radiological Health

Michael Thein, PhD
Roche Diagnostics GmbH

James A. Thomas
ASTM International
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