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Quiality: Degree to which a set of inherent characteristics fulfills requirements

Quiality Control: Part of quality management focused on fulfilling quality requirements
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Quality assurance: Part of quality management focused on providing confidence that quality requirements will be
fulfilled
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Quality Management: Coordinated activities to direct and control an organization with regard to quality
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Quality Management System: Management system to direct and control an organization with regard to quality
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- CLSI 2009- AUTOO01-A: Laboratory Automation: Specimen Container/Specimen Carrier

- CLSI 2009- AUTO02-A2: Laboratory Automation: Bar Codes for Specimen Container Identification

- CLSI 2009- AUTOO03-A: Laboratory Automation: Communications with Automated Clinical Laboratory Systems, Instruments,
Devices, and Information Systems

- CLSI 2009- AUTOO04-A: Laboratory Automation: Systems Operational Requirements Characteristics, and Information Elements
- CLSI 2009- AUTOO05-A: Laboratory Automation: Electromechanical Interfaces

-CLSI 2009- AUTOO07-A: Laboratory Automation: Data Content for Specimen Identification
- CLSI 2009- AUTOO08-A: Managing and Validating Laboratory Information Systems
-CLSI 2009- AUTO09-A: Remote Access to Clinical Laboratory Diagnostic Devices via the Internet

-CLSI 2009- AUTO10-A: Auto verification of Clinical Laboratory Test Results
-CLSI 2009- AUTO11-A: IT Security of In Vitro Diagnostic Instruments and Software Systems

-CLSI 2009- GP19-A2: Laboratory Instruments and Data Management Systems :Design of Software User Interfaces and End-

User Software Systems Validation, Operation, and Monitoring
-CLSI 2009- C03-A4: Preparation and Testing of Reagent Water in the Clinical Laboratory

-CLSI 2009- C24-A3: Statistical Quality Control for Quantitative Measurement Procedures: Principles and Definitions
-CLSI 2009- C28-A3: Defining, Establishing, and Verifying Reference Intervals in the Clinical Laboratory

-CLSI 2009- C37-A: Preparation and Validation of Commutable Frozen Human Serum Pools as Secondary Reference Materials

for Cholesterol Measurement Procedures
-CLSI 2009- C38-A: Control of Preanalytical Variation in Trace Element Determinations

-CLSI 2009- C40-A: Analytical Procedures for the Determination of Lead in Blood and Urine

-CLSI 2009- C24-A3: Erythrocyte Protoporphyrin Testing

-CLSI 2009- C43-A: Gas Chromatography/Mass Spectrometry (GC/MS) Confirmation of Drugs
-CLSI 2009- C44-A: Harmonization of Glycohemoglobin Measurements

-CLSI 2009- C45-A: Measurement of Free Thyroid Hormones

-CLSI 2009- C50-A: Mass Spectrometry in the Clinical Laboratory: General Principles and Guidance
-CLSI 2009- C52-A2: Toxicology and Drug Testing in the Clinical Laboratory

-CLSI 2009- C53-P: Characterization and Qualification of Commutable Reference Materials for Laboratory Medicine; Proposed

Guideline
-CLSI 2009- C54-A: Verification of Comparability of Patient Results Within One Health Care System

-CLSI 2009- X05-R: Metrological Traceability and Its Implementation

-CLSI 2009- D102-A2: Immunoprecipitant Analyses: Procedures for Evaluating the Performance of Materials

-CLSI 2009- D103-A: Agglutination Analyses: Antibody Characteristics, Methodology, Limitations, and Clinical Validation
-CLSI 2009- ILAO2-A2: Quality Assurance of Laboratory Tests for Autoantibodies to Nuclear Antigens: (1) Indirect
Fluorescence Assay for Microscopy and (2) Microtiter Enzyme Immunoassay Methods

-CLSI 2009 -ILA06-A: Detection and Quantitation of Rubella IgG Antibody: Evaluation and Performance Criteria for Multiple
Component Test Products, Specimen Handling, and Use of Test Products in the Clinical Laboratory

-CLSI 2009- ILA15-A: Apolipoprotein Immunoassays: Development and Recommended Performance Characteristics
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-CLSI 2009- ILA18-A2: Specifications for Immunological Testing for Infectious Diseases

-CLSI 2009- ILA19-A: Primary Reference Preparations Used to Standardize Calibration of Immunochemical Assays for Serum
Prostate Specific Antigen) PSA(

-CLSI 2009- ILA20-A: Evaluation Methods and Analytical Performance Characteristics of Immunological Assays for Human
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