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Id Number Title Year Organization Page
1 AUTO11-A Information Technology Security of In Vitro Diagnostic Instruments and Software Systems 2024 CLSI  
2 H21 Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular

Hemostasis Assays; Approved Guideline
2024 CLSI  

3 M100 Performance Standards for Antimicrobial Susceptibility Testing 2024 CLSI  
4 QSRLDT Quality System Regulation for Laboratory-Developed Tests 2024 CLSI  
5 M100 Performance Standards for Antimicrobial Susceptibility Testing 2023 CLSI  
6 POCT18 Selection Process for CLIA-Waived Testing for SARS-CoV-2, Respiratory Syncytial Virus, and Infuenza Viruses 2023 CLSI  
7 EP25 Evaluation of Stability of In Vitro Diagnostic Reagents; Approved Guideline 2023 CLSI  
8 M23 Development of In Vitro Susceptibility Testing Criteria and Quality Control Parameters; Approved Guideline 2023 CLSI  
9 M23S3 Procedure for Confirming the Acceptability of Mueller-Hinton Agar Sources for Subsequent Use in CLSI and/or EUCAST

Studies to Establish Disk Diffusion Quality Control Ranges
2023 CLSI  

10 EP12 User Protocol for Evaluation of Qualitative Test Performance; Approved Guideline 2023 CLSI  
11 EP14 Evaluation of Communtability of Processed Samples; Approved Guideline 2022 CLSI  
12 EP19 A Framework for Using CLSI Documents to Evaluate Clinical Laboratory Measurement Procedures - Second Edition; Vol

35; No 10
2022 CLSI  

13 M38M51S  2022 CLSI  
14 M57S Epidemiological Cutof Values for Antifungal Susceptibility Testing 2022 CLSI  
15 M100 Performance Standards for Antimicrobial Susceptibility Testing 2022 CLSI  
16 EP43 Implementing a Laboratory Test Under Emergency Use Conditions 2021 CLSI  
17 C64 Quantitative Measurement of Proteins and Peptides by Mass Spectrometry 2021 CLSI  
18 M23S  2020 CLSI  
19 QMS05 Quality Management System: Qualifying, Selecting, and Evaluating a Referral Laboratory; Approved Guideline 2020 CLSI  
20 EP06 Evaluation of the Linearity of Quantitative Measurement Procedures: A Statistical Approach; Approved Guideline 2020 CLSI 0
21 M59 Epidemiological Cutoff Values for Antifungal Susceptibility Testing 2020 CLSI 0
22 M60 Performance Standards for Antifungal Susceptibility Testing of Yeasts 2020 CLSI 0
23 M61 Performance Standards for Antifungal Susceptibility Testing of Filamentous Fungi 2020 CLSI 0
24 M100 Performance Standards for Antimicrobial Susceptibility Testing 2020 CLSI 0
25 MM13 Collection, Transport, Preparation, and Storage of Specimens for Molecular Methods; Approved Guideline 2020 CLSI 0
26 POCT14 Point-of-Care Monitoring of Anticoagulation Therapy; Approved Guideline 2020 CLSI 0
27 QMS20 Understanding the Cost of Quality in the Laboratory; A Report 2020 CLSI 0
28 AUTO15 Autoverifcation of Medical Laboratory Results for Specifc Disciplines 2019 CLSI 0
29 AUTO16 Next-Generation In Vitro Diagnostic Instrument Interface 2019 CLSI 0
30 C34 Sweat Testing: Sample Collection and Quantitative Chloride Analysis; Approved Guideline 2019 CLSI 0
31 EP35 Assessment of Equivalence or Suitability of Specimen Types for Medical Laboratory Measurement Procedures 2019 CLSI 0
32 GP33 Accuracy in Patient and Sample Identification; Approved Guideline 2019 CLSI 0
33 M100 Performance Standards for Antimicrobial Susceptibility Testing 2019 CLSI 0
34 NBS08 Newborn Screening for Hemoglobinopathies 2019 CLSI 0



35 QMS01 Quality Management System: A Model for Laboratory Services; Approved Guideline 2019 CLSI 0
36 QMS12 Development and Use of Quality Indicators for Process Improvement and Monitoring of Laboratory Quality 2019 CLSI 0
37 QMS23 General Laboratory Equipment Performance Qualification, Use, and Maintenance 2019 CLSI 0
38 VET09 Understanding Susceptibility Test Data as a Component of Antimicrobial Stewardship in Veterinary Settings 2019 CLSI 0
39 C49 Analysis of Body Fluids in Clinical Chemistry; Approved Guideline 2018 CLSI 0
40 M02 Performance Standards for Antimicrobial Disk Susceptibility Tests 2018 CLSI 0
41 M07 Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow

Aerobically
2018 CLSI 0

42 M11 Methods for Antimicrobial Susceptibility Testing of Anaerobic Bacteria 2018 CLSI 0
43 M24 Susceptibility Testing of Mycobacteria, Nocardiae, and Other Aerobic Actinomycetes; Approved Standard 2018 CLSI 0
44 M44 Zone Diameter Interpretive Standards, Corresponding Minimal Inhibitory Concentration (MIC) Interpretive Breakpoints,

and Quality Control Limits for Antifungal Disk Diffusion Susceptibility Testing of Yeasts
2018 CLSI 0

45 M62 Performance Standards for Susceptibility Testing of Mycobacteria, Nocardia spp., and Other Aerobic Actinomycetes 2018 CLSI 0
46 POCT13C Glucose Monitoring in Settings Without Laboratory Support 2018 CLSI 0
47 VET08 Performance Standards for Antimicrobial Disk and Dilution Susceptibility Tests for Bacteria Isolated From Animals -

Fourth Edition
2018 CLSI 0

48 POCT10-A2 Physician and Nonphysician Provider-Performed Microscopy Testing; Approved Guideline - Second Edition; Vol 31; No
24

2018 CLSI 0

49 M07,M100 M07 Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically; M100 Performance
Standards for Antimicrobial Susceptibility Testing - M07, 11th ed. January 2018; M100, 28th ed. January 2018

2018 CLSI 0

50 M02,M07,M10
0

M02 Performance Standards for Antimicrobial Disk Susceptibility Tests; M07 Methods for Dilution Antimicrobial
Susceptibility Tests for Bacteria That Grow Aerobically; M100 Performance Standards for Antimicrobial Susceptibility
Testing - M02, 13th ed. Janu

2018 CLSI 0

51 VET01 Performance Standards for Antimicrobial Disk and Dilution Susceptibility Tests for Bacteria Isolated From Animal - Fifth
Edition

2018 CLSI 0

52 AUTO12-A Specimen Labels: Content and Location, Fonts, and Label Orientation; Approved Standard - Vol 31; No 7 2018 CLSI 0
53 M02,M100 M02 Performance Standards for Antimicrobial Disk Susceptibility Tests; M100 Performance Standards for Antimicrobial

Susceptibility Testing - M02, 13th ed. January 2018; M100, 28th ed. January 2018
2018 CLSI 0

54 EP07 Interference Testing in Clinical Chemistry - Third Edition; Vol. 38 No. 7 2018 CLSI 0
55 QMS02-A6 Quality Management System: Development and Management of Laboratory Documents; Approved Guideline - Sixth

Edition; Vol 33; No 3
2018 CLSI 0

56 MM18 Interpretive Criteria for Identification of Bacteria and Fungi by Targeted DNA Sequencing - Second Edition; Vol 38; No 15 2018 CLSI 0
57 EP37 Supplemental Tables for Interference Testing in Clinical Chemistry - First Edition; Vol 38; No 8 2018 CLSI 0
58 M23 Development of In Vitro Susceptibility Testing Criteria and Quality Control Parameters - Fifth Edition; Vol. 38 No. 6 2018 CLSI 0
59 EP34 Establishing and Verifying an Extended Measuring Interval Through Specimen Dilution and Spiking - First Edition 2018 CLSI 0
60 MM20-A Quality Management for Molecular Genetic Testing; Approved Guideline - Vol 32; No 15 2018 CLSI 0
61 M48 Laboratory Detection and Identification of Mycobacteria - Second Edition 2018 CLSI 0
62 QMS22 Management of Paper-based and Electronic Laboratory Information - First Edition 2018 CLSI 0
63 M59 Epidemiological Cutoff Values for Antifungal Susceptibility Testing - Second Edition; Vol 38; No 5 2018 CLSI 0
64 POCT07-A Quality Management: Approaches to Reducing Errors at the Point of Care; Approved Guideline - Vol 30; No 20 2018 CLSI 0
65 MM17 Validation and Verification of Multiplex Nucleic Acid Assays - Second Edition; Vol. 38 No. 9 2018 CLSI 0
66 EP09C Measurement Procedure Comparison and Bias Estimation Using Patient Samples - Third Edition 2018 CLSI 0
67 C63 Laboratory Support for Pain Management Programs - First Edition; Vol 38; No 10 2018 CLSI 0



68 VET06 Methods for Antimicrobial Susceptibility Testing of Infrequently Isolated or Fastidious Bacteria Isolated From Animals -
First Edition; Vol 37; No. 4

2017 CLSI 0

69 EP17-A2 Evaluation of Detection Capability for Clinical Laboratory Measurement Procedures; Approved Guideline - Second
Edition; Vol 32; No 8

2017 CLSI 0

70 POCT09-A Selection Criteria for Point-of-Care Testing Devices; Approved Guideline - Vol 30; No 8 2017 CLSI 0
71 M100-S27 Performance Standards for Antimicrobial Susceptibility Testing - Twenty-Seventh Edition; Vol 37; No 1; Informational

Supplement
2017 CLSI 0

72 POCT08-A Quality Practices in Noninstrumented Pointof- Care Testing: An Instructional Manual and Resources for Health Care
Workers; Approved Guideline - Vol 30; No 23

2017 CLSI 0

73 QMS14-A Quality Management System: Leadership and Management Roles and Responsibilities; Approved Guideline - Vol 32; No
16

2017 CLSI 0

74 NBS07 Newborn Blood Spot Screening for Pompe Disease by Lysosomal Acid خ_-Glucosidase Activity Assays - First Edition;
Vol 37; No 5

2017 CLSI 0

75 M27 Reference Method for Broth Dilution Antifungal Susceptibility Testing of Yeasts - Fourth Edition; Vol 37 No 13 2017 CLSI 0
76 GP49 Developing and Managing a Medical Laboratory (Test) Utilization Management Program - First Edition; Vol 37; No 10 2017 CLSI 0
77 M02,M07,M10

0
Performance Standards for Antimicrobial Disk Susceptibility Tests; Approved Standard / Methods for Dilution
Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically; Approved Standard / Performance Standards for
Antimicrobial Susceptibility T

2017 CLSI 0

78 QMS13-A Quality Management System: Equipment; Approved Guideline - Vol 31; No 16 2017 CLSI 0
79 GP48 Essential Elements of a Phlebotomy Training Program - First Edition; Vol 37; No 8 2017 CLSI 0
80 QMS19 Customer Focus in a Quality Management System - First Edition; Vol 37; No 12 2017 CLSI 0
81 M58 Methods for the Identification of Cultured Microorganisms Using Matrix-Assisted Laser Desorption/Ionization Time-of-

Flight Mass Spectrometry - First Edition; Vol 37; No 6
2017 CLSI 0

82 C52 Toxicology and Drug Testing in the Medical Laboratory - Third Edition; Vol. 37; No. 3 2017 CLSI 0
83 QMS06-A3 Quality Management System: Continual Improvement; Approved Guideline - Third Edition; Vol 31; No 14 2017 CLSI 0
84 QMS25 Handbook for Developing a Laboratory Quality Manual - First Edition; Vol 37; No 2 2017 CLSI 0
85 GP41 Collection of Diagnostic Venous Blood Specimens - Seventh Edition; Vol 37; No 7 2017 CLSI 0
86 NBS04 Newborn Screening by Tandem Mass Spectrometry - Second Edition; Vol 37; No 9 2017 CLSI 0
87 H43-A2 Clinical Flow Cytometric Analysis of Neoplastic Hematolymphoid Cells; Approved Guideline - Second Edition; Vol 27;

No 11
2017 CLSI 0

88 M60 Performance Standards for Antifungal Susceptibility Testing of Yeasts - First Edition; Vol 37; No 14 2017 CLSI 0
89 M61 Performance Standards for Antifungal Susceptibility Testing of Filamentous Fungi - First Edition; Vol 37; No 16 2017 CLSI 0
90 QMS17 External Assessments, Audits, and Inspections of the Laboratory - First Edition 2017 CLSI 0
91 H42-A2 Enumeration of Immunologically Defined Cell Populations by Flow Cytometry; Approved Guideline - Second Edition; Vol

27; No 16
2017 CLSI 0

92 EP31-A-IR Verification of Comparability of Patient Results Within One Health Care System; Approved Guideline - Vol 32; No 11;
Interim Revision

2017 CLSI 0

93 M38 Reference Method for Broth Dilution Antifungal Susceptibility Testing of Filamentous Fungi - Third Edition; Vol. 37 No.
15

2017 CLSI 0

94 M35-A2 Abbreviated Identification of Bacteria and Yeast; Approved Guideline - Second Edition; Vol 28; No 29 2016 CLSI 0
95 EP23-A Laboratory Quality Control Based on Risk Management; Approved Guideline - Vol 31; No 18 2016 CLSI 0
96 EP18-A2 Risk Management Techniques to Identify and Control Laboratory Error Sources; Approved Guideline - Second Edition;

Vol 29; No 26
2016 CLSI 0

97 H26-A2 Validation, Verification, and Quality Assurance of Automated Hematology Analyzers; Approved Standard - Second
Edition; Vol 30; No 14

2016 CLSI 0

98 M50-A Quality Control for Commercial Microbial Identification Systems; Approved Guideline - Vol 28; No 23 2016 CLSI 0



99 M45 Methods for Antimicrobial Dilution and Disk Susceptibility Testing of Infrequently Isolated or Fastidious Bacteria - Third
Edition; Vol. 35 No. 17; Contains Updates and Correction

2016 CLSI 0

100 EP24-A2 Assessment of the Diagnostic Accuracy of Laboratory Tests Using Receiver Operating Characteristic Curves; Approved
Guideline - Second Edition; Vol 31; No 23

2016 CLSI 0

101 EP21 Evaluation of Total Analytical Error for Quantitative Medical Laboratory Measurement Procedures - Second Edition; Vol
36; No 10

2016 CLSI 0

102 I/LA20-ED3 Analytical Performance Characteristics, Quality Assurance, and Clinical Utility of Immunological Assays for Human
Immunoglobulin E Antibodies of Defined Allergen Specificities - Third Edition

2016 CLSI 0

103 M51-A Method for Antifungal Disk Diffusion Susceptibility Testing of Nondermatophyte Filamentous Fungi; Approved Guideline
- Vol 30; No 11; Incorporates Informational Supplement M51-S1

2016 CLSI 0

104 H20-A2 Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods; Approved
Standard - Second Edition; Vol 27; No 4

2016 CLSI 0

105 H48 Determination of Coagulation Factor Activities Using the One-Stage Clotting Assay - Second Edition; Vol. 36 No. 5 2016 CLSI 0
106 MM05-A2 Nucleic Acid Amplification Assays for Molecular Hematopathology; Approved Guideline - Second Edition; Vol 32; No 6 2016 CLSI 0
107 GP16-A3 Urinalysis; Approved Guideline - Third Edition; Vol. 29 No. 4 2016 CLSI 0
108 GP17-A3 Clinical Laboratory Safety; Approved Guideline - Third Edition; Vol 32; No 9 2016 CLSI 0
109 H59-A Quantitative D-dimer for the Exclusion of Venous Thromboembolic Disease; Approved Guideline - Vol 31; No 6 2016 CLSI 0
110 EP30-A Characterization and Qualification of Commutable Reference Materials for Laboratory Medicine; Approved Guideline -

Vol 30; No 12
2016 CLSI 0

111 C24 Statistical Quality Control for Quantitative Measurement Procedures: Principles and Definitions - Fourth Edition 2016 CLSI 0
112 QMS21 Purchasing and Inventory Management - First Edition 2016 CLSI 0
113 MM06-A2 Quantitative Molecular Methods for Infectious Diseases; Approved Guideline - Second Edition; Vol 30; No 22 2016 CLSI 0
114 EP28-A3C Defining, Establishing, and Verifying Reference Intervals in the Clinical Laboratory; Approved Guideline - Third Edition;

Vol 28; No 30
2016 CLSI 0

115 POCT17 Use of Glucose Meters for Critically Ill Patients - Vol 36; No 4 2016 CLSI 0
116 H54-A Procedures for Validation of INR and Local Calibration of PT/INR Systems; Approved Guideline - Vol 25; No 23 2016 CLSI 0
117 M57 Principles and Procedures for the Development of Epidemiological Cutoff Values for Antifungal Susceptibility Testing -

First Edition; Vol 36; No 6
2016 CLSI 0

118 GP34-A Validation and Verification of Tubes for Venous and Capillary Blood Specimen Collection; Approved Guideline - Vol. 30
No. 25

2016 CLSI 0

119 C34-A3 Sweat Testing: Sample Collection and Quantitative Chloride Analysis; Approved Guideline - Third Edition; Vol 29; No 27 2016 CLSI 0
120 EP33 Use of Delta Checks in the Medical Laboratory - First Edition 2016 CLSI 0
121 M07,M100 Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically; Approved Standard /

Performance Standards for Antimicrobial Susceptibility Testing
2016 CLSI 0

122 M02,M07,M10
0

Performance Standards for Antimicrobial Disk Susceptibility Tests; Approved Standard / Methods for Dilution
Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically; Approved Standard / Performance Standards for
Antimicrobial Susceptibility T

2016 CLSI 0

123 QMS24 Using Proficiency Testing and Alternative Assessment to Improve Medical Laboratory Quality - Third Edition 2016 CLSI 0
124 POCT04 Essential Tools for Implementation and Management of a Point-of-Care Testing Program - Third Edition 2016 CLSI 0
125 C58-A Assessment of Fetal Lung Maturity by the Lamellar Body Count; Approved Guideline - Vol 31; No 20 2016 CLSI 0
126 GP44-A4 Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests; Approved Guideline -

Fourth Edition; Vol 30; No 10
2016 CLSI 0

127 I/LA28-A2 Quality Assurance for Design Control and Implementation of Immunohistochemistry Assays; Approved Guideline -
Second Edition; Vol 31; No 4

2016 CLSI 0

128 GP39-A6 Tubes and Additives for Venous and Capillary Blood Specimen Collection; Approved Standard - Sixth Edition; Vol 30; No
26

2016 CLSI 0



129 VET03-A Methods for Antimicrobial Disk Susceptibility Testing of Bacteria Isolated From Aquatic Animals; Approved Guideline -
Vol 26; No 23

2016 CLSI 0

130 VET05-R Generation, Presentation, and Application of Antimicrobial Susceptibility Test Data for Bacteria of Animal Origin; A
Report - Vol. 31; No 17

2016 CLSI 0

131 M22-A3 Quality Control for Commercially Prepared Microbiological Culture Media; Approved Standard - Third Edition; Vol 24;
No 19

2016 CLSI 0

132 QMS03 Training and Competence Assessment - Fourth Edition 2016 CLSI 0
133 M02,M100 Performance Standards for Antimicrobial Disk Susceptibility Tests / Performance Standards for Antimicrobial

Susceptibility Testing
2016 CLSI 0

134 M100-S26 Performance Standards for Antimicrobial Susceptibility Testing - Vol 36; No 1; Twenty-sixth Informational Supplement 2016 CLSI 0
135 M59 Epidemiological Cutoff Values for Antifungal Susceptibility Testing - First Edition; Vol 36; No 7 2016 CLSI 0
136 M07,M100 Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically; Approved Standard /

Performance Standards for Antimicrobial Susceptibility Testing
2015 CLSI 0

137 M02,M07,M10
0

Performance Standards for Antimicrobial Disk Susceptibility Tests; Approved Standard / Methods for Dilution
Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically; Approved Standard / Performance Standards for
Antimicrobial Susceptibility T

2015 CLSI 0

138 M02,M100 Performance Standards for Antimicrobial Disk Susceptibility Tests / Performance Standards for Antimicrobial
Susceptibility Testing

2015 CLSI 0

139 VET01-S3 Performance Standards for Antimicrobial Disk and Dilution Susceptibility Tests for Bacteria Isolated From Animals:
Dupplement - Third Edition

2015 CLSI 0

140 MM03 Molecular Diagnostic Methods for Infectious Diseases - Third Edition 2015 CLSI 0
141 POCT06 Effects of Different Sample Types on Glucose Measurements - First Edition; Vol 35; No 8 2015 CLSI 0
142 M52 Verification of Commercial Microbial Identification and Antimicrobial Susceptibility Testing Systems - First Edition; Vol

35; No 14
2015 CLSI 0

143 EP19 A Framework for Using CLSI Documents to Evaluate Clinical Laboratory Measurement Procedures - Second Edition; Vol
35; No 10

2015 CLSI 0

144 M100-S25 Performance Standards for Antimicrobial Susceptibility Testing - Vol 35; No 3; Twenty-Fifth Informational Supplement 2015 CLSI 0
145 QMS16 Laboratory Personnel Management - First Edition; Vol 35; No 16 2015 CLSI 0
146 MM23 Solid sms) Molecular Diagnostic Methods for Solid Tumors (Nonhematological Neoplasms) - 1st Edition; Vol 35, No 7 2015 CLSI 0
147 QMS11 Nonconforming Event Management - Second Edition; Vol 35; No 13 2015 CLSI 0
148 QMS18 Process management - First Edition; 2015 CLSI 0
149 GP47ES SUPP Management of Critical- and Significant-Risk Results - First Edition 2015 CLSI 0
150 GP47 Management of Critical- and Significant-Risk Results - First Edition 2015 CLSI 0
151 POCT13 Glucose Monitoring in Settings Without Laboratory Support - Third Edition; Vol 35; No 09 2015 CLSI 0
152 MM21 Genomic Copy Number Microarrays for Constitutional Genetic and Oncology Applications - 1st Ed 2015 CLSI 0
153 C57 Mass Spectrometry for Androgen and Estrogen Measurements in Serum - First Edition 2015 CLSI 0
154 EP36 Harmonization of Symbology and Equations - First Edition; Vol 35; No 11 2015 CLSI 0
155 M56-A Principles and Procedures for Detection of Anaerobes in Clinical Specimens; Approved Guideline - Vol 34; No 10 2014 CLSI 0
156 M39QG Antibiograms: Developing Cumulative Reports for Your Clinicians - Fourth Edition; Quick Guide to CLSI M39-A4 2014 CLSI 0
157 M29-A4 Protection of Laboratory Workers From Occupationally Acquired Infections; Approved Guideline - Fourth Edition; Vol 34;

No 8
2014 CLSI 0

158 H52-A Red Blood Cell Diagnostic Testing Using Flow Cytometry; Approved Guideline - Second Edition; Vol. 34 No. 5 2014 CLSI 0
159 M39-A4 Analysis and Presentation of Cumulative Antimicrobial Susceptibility Test Data; Approved Guideline - Fourth Edition;

Vol. 34; No. 2
2014 CLSI 0



160 EP05-A3 Evaluation of Precision Performance of Quantitative Measurement Methods; Approved Guideline - Third Edition; Vol. 44
No. 13

2014 CLSI 0

161 EP15-A3 User Verification of Precision and Estimation of Bias; Approved Guideline - Third Edition; Vol. 34 No. 12 2014 CLSI 0
162 M40-A2 Quality Control of Microbiological Transport Systems; Approved Standard - Second Edition; Vol 34; No 9 2014 CLSI 0
163 VET03/VET04-

S2
Performance Standards for Antimicrobial Susceptibility Testing of Bacteria Isolated From Aquatic Animals; Second
Informational Supplement - Vol 34; No 15

2014 CLSI 0

164 C62-A Liquid Chromatography-Mass Spectrometry Methods; Approved Guideline - Vol 34; No 16 2014 CLSI 0
165 H60-A Laboratory Testing for the Lupus Anticoagulant; Approved Guideline - Vol 34; No 6 2014 CLSI 0
166 AUTO11-A Information Technology Security of In Vitro Diagnostic Instruments and Software Systems; Approved Standard - Second

Edition; Vol 34; No 17
2014 CLSI 0

167 EP14-A3 Evaluation of Communtability of Processed Samples; Approved Guideline - Third Edition; Vol. 34 No. 11 2014 CLSI 0
168 QMS20-R Understanding the Cost of Quality in the Laboratory; A Report - Vol. 34; No. 7 2014 CLSI 0
169 VET04-A2 PK VET04-A2: Methods for Broth Dilution Susceptibility Testing of Bacteria Isolated From Aquatic Animals; Approved

Guidelineâ__Second Edition VET03/VET04-S2: Performance Standards for Antimicrobial Susceptibility Testing of
Bacteria Isolated From Aquatic Ani

2014 CLSI 0

170 M100-S24 Performance Standards for Antimicrobial Susceptibility Testing - Vol 34; No 1; Twenty-Fourth Informational Supplement 2014 CLSI 0
171 GP23-A2 Nongynecological Cytology Specimens: Preexamination, Examination, and Postexamination Processes; Approved

Guideline - Second Edition; Vol 34; No 18
2014 CLSI 0

172 VET03-
A/VET04-A2
PK

VET03-A: Methods for Antimicrobial Disk Susceptibility Testing of Bacteria Isolated From Aquatic Animals; Approved
Guideline VET04-A2: Methods for Broth Dilution Susceptibility Testing of Bacteria Isolated From Aquatic Animals;
Approved Guidelineâ__Second

2014 CLSI 0

173 MM09-A2 Nucleic Acid Sequencing Methods in Diagnostic Laboratory Medicine; Approved Guideline - Second Edition; Vol 34 No 4 2014 CLSI 0
174 GP36-A Planning for Laboratory Operations During a Disaster; Approved Guideline - Vol 34; No 19 2014 CLSI 0
175 C46-A2 Blood Gas and pH Analysis and Related Measurements; Approved Guideline - Second Edition; Vol 29; No 8 2014 CLSI 0
176 VET03-A PK VET03-A: Methods for Antimicrobial Disk Susceptibility Testing of Bacteria Isolated From Aquatic Animals; Approved

Guideline VET03/VET04-S2: Performance Standards for Antimicrobial Susceptibility Testing of Bacteria Isolated From
Aquatic Animals; Second I

2014 CLSI 0

177 MM22-A Microarrays for Diagnosis and Monitoring of Infectious Diseases; Approved Guideline - Vol 34; No 3 2014 CLSI 0
178 M07,M100 Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically; Approved Standard /

Performance Standards for Antimicrobial Susceptibility Testing - M100: 2014
2014 CLSI 0

179 M02,M07,M10
0

Performance Standards for Antimicrobial Disk Susceptibility Tests; Approved Standard / Methods for Dilution
Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically; Approved Standard / Performance Standards for
Antimicrobial Susceptibility T

2014 CLSI 0

180 M02,M100 Performance Standards for Antimicrobial Disk Susceptibility Tests / Performance Standards for Antimicrobial
Susceptibility Testing - M100: 2014

2014 CLSI 0

181 VET01-
A4/VET01-S3

Performance Standards for Antimicrobial Disk and Dilution Susceptibility Tests for Bacteria Isolated From Animals;
Approved Standard, Second Informational Supplement - Vol 33; No 7

2013 CLSI 0

182 M100-S23 Performance Standards for Antimicrobial Susceptibility Testing - Twenty-Third Informational Supplement 2013 CLSI 0
183 EP09-A3 Measurement Procedure Comparison and Bias Estimation Using Patient Samples; Approved Guideline - Third Edition; Vol

33; No 11
2013 CLSI 0

184 NBS06-A Newborn Blood Spot Screening for Severe Combined Immunodeficiency by Measurement of T-cell Receptor Excision
Circles; Approved Guideline - VOL 33; NO 4

2013 CLSI 0

185 POCT12-A3 Point-of-Care Blood Glucose Testing in Acute and Chronic Care Facilities; Approved Guideline - Third Edition; Vol 33;
No 2

2013 CLSI 0

186 QMS02-A6 Quality Management System: Development and Management of Laboratory Documents; Approved Guideline - Sixth
Edition; Volume 33 Number 3

2013 CLSI 0

187 I/LA25-A2 Maternal Serum Screening; Approved Standard - Second Edition; Vol 31; No 8 2013 CLSI 0



188 QMS15-A Assessments: Laboratory Internal Audit Program; Approved Guideline - Vol 33; No 15 2013 CLSI 0
189 MM07-A2 Fluorescence In Situ Hybridization Methods for Clinical Laboratories; Approved Guideline - Second Edition; Vol 33; No

10
2013 CLSI 0

190 I/LA26-A2 Performance of Single Cell Immune Response Assays; Approved Guideline - Second Edition; Vol 33; No 14 2013 CLSI 0
191 EP26-A User Evaluation of Between-Reagent Lot Variation; Approved Guideline - Vol 33; No 12 2013 CLSI 0
192 NBS01-A6 Blood Collection on Filter Paper for Newborn Screening Programs; Approved Standard - Sixth Edition; Vol 33; No 9 2013 CLSI 0
193 MM14-A2 Design of Molecular Proficiency Testing/ External Quality Assessment; Approved Guideline - Second Edition; Vol. 33;

No. 5
2013 CLSI 0

194 NBS02-A2 Newborn Screening Follow-up; Approved Guideline - Second Edition; Vol 33; No 6 2013 CLSI 0
195 C40-A2 Measurement Procedures for the Determination of Lead Concentrations in Blood and Urine; Approved Guideline - Second

Edition; Vol. 33 No. 13
2013 CLSI 0

196 EP29-A Expression of Measurement Uncertainty in Laboratory Medicine; Approved Guideline - Vol 32; No 4 2012 CLSI 0
197 C56-A Hemolysis, Icterus, and Lipemia/Turbidity Indices as Indicators of Interference in Clinical Laboratory Analysis; Approved

Guideline - Vol. 32 No. 10
2012 CLSI 0

198 EP27-A How to Construct and Interpret an Error Grid for Quantitative Diagnostic Assays; Approved Guideline - Vol. 32 No. 12 2012 CLSI 0
199 MM01-A3 Molecular Methods for Clinical Genetics and Oncology Testing; Approved Guideline - Third Edition; Vol. 32 No. 7 2012 CLSI 0
200 QMS05-A2 Quality Management System: Qualifying, Selecting, and Evaluating a Referral Laboratory; Approved Guideline - Second

Edition; Vol 32; No 13
2012 CLSI 0

201 C54-A-IR Verification of Comparability of Patient Results Within One Health Care System; Approved Guideline (Interim Revision) -
Vol. 32 No. 11

2012 CLSI 0

202 C51-A Expression of Measurement Uncertainty in Laboratory Medicine; Approved Guideline - First Edition; Vol. 32 No. 4 2012 CLSI 0
203 GP38A Quality Management System: Leadership and Management Roles and Responsibilities 2012 CLSI 0
204 EP17-A2 Evaluation of Detection Capability for Clinical Laboratory Measurement Procedures; Approved Guideline - Second

Edition; Vol 32; No 8
2012 CLSI 0

205 GP09-A2 Quality Management System: Qualifying, Selecting, and Evaluating a Referral Laboratory; Approved Guideline - Second
Edition; Vol. 32 No. 13

2012 CLSI 0

206 M54-A Principles and Procedures for Detection of Fungi in Clinical Specimensâ__Direct Examination and Culture; Approved
Guideline - Vol. 32 No. 14

2012 CLSI 0

207 M11-A8 Methods for Antimicrobial Susceptibility Testing of Anaerobic Bacteria; Approved Standard - Eighth Edition; Vol 32; No
5

2012 CLSI 0

208 GP38APKGE GP38-A: QUALITY MANAGEMENT SYSTEM: LEADERSHIP AND MANAGEMENT ROLES AND
RESPONSIBILITIES; APPROVED GUIDELINE AND GP38-A EXECUTIVE SUMMARY: QUALITY
MANAGEMENT SYSTEM: LEADERSHIP AND MANAGEMENT ROLES AND RESPONSIBILITIES

2012 CLSI 0

209 M27-S4 Reference Method for Broth Dilution Antifungal Susceptibility Testing of Yeasts; Fourth Informational Supplement - Vol
32; No 17

2012 CLSI 0

210 QMS14-A
SUPP

Quality Management System: Leadership and Management Roles and Responsibilities 2012 CLSI 0

211 GP17-A3 Clinical Laboratory Safety; Approved Guideline - Third Edition; Vol 32; No 9 2012 CLSI 0
212 MM20-A Quality Management for Molecular Genetic Testing; Approved Guideline - Vol. 32 No. 15 2012 CLSI 0
213 M02,M07,M10

0
Performance Standards for Antimicrobial Disk Susceptibility Tests; Approved Standard / Methods for Dilution
Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically; Approved Standard / Performance Standards for
Antimicrobial Susceptibility T

2012 CLSI 0

214 GP38A GP38-A: QUALITY MANAGEMENT SYSTEM: LEADERSHIP AND MANAGEMENT ROLES AND
RESPONSIBILITIES; APPROVED GUIDELINE

2012 CLSI 0

215 EP31-A-IR Verification of Comparability of Patient Results Within One Health Care System; Approved Guideline - Vol 32; No 11;
Interim Revision

2012 CLSI 0



216 M11-A8 Methods for Antimicrobial Susceptibility Testing of Anaerobic Bacteria; Approved Standard - Eighth Edition; Vol 32; No
5

2012 CLSI 0

217 M07,M100 Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically; Approved Standard /
Performance Standards for Antimicrobial Susceptibility Testing

2012 CLSI 0

218 QMS14-A Quality Management System: Leadership and Management Roles and Responsibilities; Approved Guideline - Vol 32; No
16

2012 CLSI 0

219 M02,M100 Performance Standards for Antimicrobial Disk Susceptibility Tests / Performance Standards for Antimicrobial
Susceptibility Testing

2012 CLSI 0

220 GP26-A4 Quality Management System: A Model for Laboratory Services; Approved Guideline - Fourth Edition; Vol. 31 No. 15 2011 CLSI 0
221 QMS13-A Quality Management System: Equipment; Approved Guideline - Vol 31; No 16 2011 CLSI 0
222 C58-A Assessment of Fetal Lung Maturity by the Lamellar Body Count; Approved Guideline - Vol 31; No 20 2011 CLSI 0
223 VET05-R Generation, Presentation, and Application of Antimicrobial Susceptibility Test Data for Bacteria of Animal Origin; A

Report - Vol 31; No 17
2011 CLSI 0

224 GP22-A3 Quality Management System: Continual Improvement; Approved Guideline - Third Edition; Vol. 31 No. 14 2011 CLSI 0
225 EP23-A Laboratory Quality Control Based on Risk Management; Approved Guideline - Vol 31; No 18 2011 CLSI 0
226 AUTO12-A Specimen Labels: Content and Location, Fonts, and Label Orientation; Approved Standard - Vol 31: No 7 2011 CLSI 0
227 I/LA25-A2 Maternal Serum Screening; Approved Standard - Second Edition; Vol. 31 No. 8 2011 CLSI 0
228 QMS06-A3 Quality Management System: Continual Improvement; Approved Guideline - Third Edition; Vol 31; No 14 2011 CLSI 0
229 EP24-A2 Assessment of the Diagnostic Accuracy of Laboratory Tests Using Receiver Operating Characteristic Curves; Approved

Guideline - Second Edition; Vol 31; No 23
2011 CLSI 0

230 H59-A Quantitative D-dimer for the Exclusion of Venous Thromboembolic Disease; Approved Guideline - Vol. 31 No. 6 2011 CLSI 0
231 I/LA28-A Quality Assurance for Design Control and Implementation of Immunohistochemistry Assays; Approved Guideline -

Second Edition; Vol. 31 No. 4
2011 CLSI 0

232 M53-A Criteria for Laboratory Testing and Diagnosis of Human Immunodeficiency Virus Infection; Approved Guideline - Vol. 31
No. 13

2011 CLSI 0

233 M43-A Methods for Antimicrobial Susceptibility Testing for Human Mycoplasmas; Approved Guideline - Vol 31; No 19 2011 CLSI 0
234 X08-R Generation, Presentation, and Application of Antimicrobial Susceptibility Test Data for Bacteria of Animal Origin; A

Report - Vol 31; No 17
2011 CLSI 0

235 GP37-A Quality Management System: Equipment; Approved Guideline - Vol 31; No 16 2011 CLSI 0
236 GP05-A3 Clinical Laboratory Waste Management; Approved Guideline - Third Edition; Vol. 31 No. 3 2011 CLSI 0
237 MM19-A Establishing Molecular Testing in Clinical Laboratory Environments; Approved Guideline - Vol 31; No 21 2011 CLSI 0
238 I/LA35-A Newborn Screening for Cystic Fibrosis; Approved Guideline - Vol 31; No 22 2011 CLSI 0
239 H02-A5 Procedures for the Erythrocyte Sedimentation Rate Test; Approved Standard - Fifth Edition; Vol. 31 No. 11 2011 CLSI 0
240 QMS01-A4 Quality Management System: A Model for Laboratory Services; Approved Guideline - Fourth Edition; Vol 31; No 15 2011 CLSI 0
241 M24-A2 Susceptibility Testing of Mycobacteria, Nocardiae, and Other Aerobic Actinomycetes; Approved Standard - Second

Edition; Vol. 31 No. 5
2011 CLSI 0

242 GP33-A Accuracy in Patient and Sample Identification; Approved Guideline - First Edition; Vol. 30 No. 7 2010 CLSI 0
243 I/LA32-A Newborn Screening by Tandem Mass Spectrometry; Approved Guideline - First Edition; Vol. 30 No. 16 2010 CLSI 0
244 C43-A2 Gas Chromatography/Mass Spectrometry Confirmation of Drugs; Approved Guideline - Second Edition; Vol. 30 No. 6 2010 CLSI 0
245 MM06-A2 Quantitative Molecular Methods for Infectious Diseases; Approved Guideline - Second Edition; Vol. 30 No. 22 2010 CLSI 0
246 POCT09-A Selection Criteria for Point-of-Care Testing Devices; Approved Guideline - Vol 30; No 8 2010 CLSI 0
247 EP28-A3C Defining, Establishing, and Verifying Reference Intervals in the Clinical Laboratory; Approved Guideline - Third Edition;

Vol 28; No 30
2010 CLSI 0

248 GP34-A Validation and Verification of Tubes for Venous and Capillary Blood Specimen Collection; Approved Guideline - First
Edition; Vol. 30 No. 25

2010 CLSI 0



249 M51-A Performance Standards for Antifungal Disk Diffusion Susceptibility Testing of Filamentous Fungi; Informational
Supplement - Vol. 30 No. 11; Incorporates Informational Supplement M51-S1

2010 CLSI 0

250 GP44-A4 Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests; Approved Guideline -
Fourth Edition; Vol 30; No 10

2010 CLSI 0

251 EP30-A Characterization and Qualification of Commutable Reference Materials for Laboratory Medicine; Approved Guideline -
Vol 30; No 12

2010 CLSI 0

252 M45-A2 Methods for Antimicrobial Dilution and Disk Susceptibility Testing of Infrequently Isolated or Fastidious Bacteria;
Approved Guideline - Second Edition; Vol. 30 No. 18

2010 CLSI 0

253 EP09-A2-IR Method Comparison and Bias Estimation Using Patient Samples; Approved Guideline - Second Edition (Interim Revision);
Vol. 30 No. 17

2010 CLSI 0

254 C53-A Characterization and Qualification of Commutable Reference Materials for Laboratory Medicine; Approved Guideline -
First Edition; Vol. 30 No. 12

2010 CLSI 0

255 X07-R Surveillance for Methicillin-Resistant Staphylococcus aureus: Principles, Practices, and Challenges; A Report - Vol 30; No
5

2010 CLSI 0

256 H01-A6 Tubes and Additives for Venous and Capillary Blood Specimen Collection; Approved Standard - Sixth Edition; Vol. 30
No. 26

2010 CLSI 0

257 H26-A2 Validation, Verification, and Quality Assurance of Automated Hematology Analyzers; Approved Standard - Second
Edition; Vol. 30 No. 14

2010 CLSI 0

258 QMS12-A Development and Use of Quality Indicators for Process Improvement and Monitoring of Laboratory Quality; Approved
Guideline - Vol 30; No 24

2010 CLSI 0

259 VET03/VET04-
S1

Performance Standards for Antimicrobial Susceptibility Testing of Bacteria Isolated From Aquatic Animals; First
Informational Supplement - Vol 30; No 13

2010 CLSI 0

260 H18-A4 Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests; Approved Guideline -
Fourth Edition; Vol. 30 No. 10

2010 CLSI 0

261 GP35-A Development and Use of Quality Indicators for Process Improvement and Monitoring of Laboratory Quality; Approved
Guideline - Vol 30; No 24

2010 CLSI 0

262 POCT07-A Quality Management: Approaches to Reducing Errors at the Point of Care; Approved Guideline - Vol 30; No 20 2010 CLSI 0
263 C28-A3C Defining, Establishing, and Verifying Reference Intervals in the Clinical Laboratory; Approved Guideline - Third Edition;

Vol 28; No 30
2010 CLSI 0

264 M42-S1 Performance Standards for Antimicrobial Susceptibility Testing of Bacteria Isolated From Aquatic Animals; First
Informational Supplement - Vol 30; No 13

2010 CLSI 0

265 M49-S1 Performance Standards for Antimicrobial Susceptibility Testing of Bacteria Isolated From Aquatic Animals; First
Informational Supplement - Vol 30; No 13

2010 CLSI 0

266 POCT08-A Quality Practices in Noninstrumented Pointof- Care Testing: An Instructional Manual and Resources for Health Care
Workers; Approved Guideline - Vol 30; No 23

2010 CLSI 0

267 GP39-A6 Tubes and Additives for Venous and Capillary Blood Specimen Collection; Approved Standard - Sixth Edition; Vol 30; No
26

2010 CLSI 0

268 C34-A3 Sweat Testing: Sample Collection and Quantitative Chloride Analysis; Approved Guideline - Third Edition; Vol 29; No 27 2009 CLSI 0
269 GP16-A3 Urinalysis; Approved Guideline - Third Edition; Vol. 29 No. 4 2009 CLSI 0
270 C46-A2 Blood Gas and pH Analysis and Related Measurements; Approved Guideline - Second Edition; Vol. 29 No. 8 2009 CLSI 0
271 EP27-P How to Construct and Interpret an Error Grid for Diagnostic Assays; Proposed Guideline - Vol 29; No 16 2009 CLSI 0
272 M44-S3 Zone Diameter Interpretive Standards, Corresponding Minimal Inhibitory Concentration (MIC) Interpretive Breakpoints,

and Quality Control Limits for Antifungal Disk Diffusion Susceptibility Testing of Yeasts; Third Informational Supplement
- Second Edition

2009 CLSI 0

273 EP25-A Evaluation of Stability of In Vitro Diagnostic Reagents; Approved Guideline - Vol 29; No 20 2009 CLSI 0
274 EP18-A2 Risk Management Techniques to Identify and Control Laboratory Error Sources; Approved Guideline - Second Edition;

Vol 29; No 26
2009 CLSI 0



275 QMS03-A3 Training and Competence Assessment; Approved Guideline - Third Edition; Vol 29; No 5 2009 CLSI 0
276 M39-A3 Analysis and Presentation of Cumulative Antimicrobial Susceptibility Test Data; Approved Guideline - Third Edition; Vol

29; No 6
2009 CLSI 0

277 GP21-A3 Training and Competence Assessment; Approved Guideline - Third Edition; Vol. 29 No. 5 2009 CLSI 0
278 I/LA20-A2 Analytical Performance Characteristics and Clinical Utility of Immunological Assays for Human Immunoglobulin E (IgE)

Antibodies and Defined Allergen Specificities; Approved Guideline - Second Edition; Vol. 29 No. 9
2009 CLSI 0

279 GP31-A Laboratory Instrument Implementation, Verification, and Maintenance; Approved Guideline - First Edition; Vol. 29 No. 11 2009 CLSI 0
280 AUTO3-A2 Laboratory Automation: Communications With Automated Clinical Laboratory Systems, Instruments, Devices, and

Information Systems; Approved Standard - Second Edition; Vol 29; No 21
2009 CLSI 0

281 I/LA31-A Newborn Screening for Preterm, Low Birth Weight, and Sick Newborns; Approved Guideline - First Edition; Vol. 29 No.
24

2009 CLSI 0

282 H21-A5 Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular
Hemostasis Assays; Approved Guideline - Fifth Edition; Vol. 28 No. 5

2008 CLSI 0

283 VET02-A3 Development of In Vitro Susceptibility Testing Criteria and Quality Control Parameters for Veterinary Antimicrobial
Agents; Approved Guideline - Third Edition; Vol. 28; No. 7

2008 CLSI 0

284 I/LA21-A2 Clinical Evaluation of Immunoassays; Approved Guideline - Second Edition; Vol. 28 No. 22 2008 CLSI 0
285 GP42-A6 Procedures and Devices for the Collection of Diagnostic Capillary Blood Specimens; Approved Standard - Sixth Edition;

Vol 28; No 25
2008 CLSI 0

286 H47-A2 One-Stage Prothrombin Time (PT) Test and Activated Partial Thromboplastin Time (APTT) Test; Approved Guideline -
Second Edition; Vol. 28 No. 20

2008 CLSI 0

287 EP12-A2 User Protocol for Evaluation of Qualitative Test Performance; Approved Guideline - Second Edition; Vol. 28 No. 3 2008 CLSI 0
288 I/LA29-A Detection of HLA-Specific Alloantibody by Flow Cytometry and Solid Phase Assays; Approved Guideline - First Edition;

Vol. 28 No. 24
2008 CLSI 0

289 C37-A Preparation and Validation of Commutable Frozen Human Serum Pools as Secondary Reference Materials for Cholesterol
Measurement Procedures; Approved Guideline - Vol 19; No 25

2008 CLSI 0

290 M27-S3 Reference Method for Broth Dilution Antifungal Susceptibility Testing of Yeasts; Third Informational Supplement - Third
Edition; Vol. 28 No. 15

2008 CLSI 0

291 MM17-A Verification and Validation of Multiplex Nucleic Acid Assays; Approved Guideline - First Edition; Vol. 28 No. 9 2008 CLSI 0
292 M23-A3 Development of In Vitro Susceptibility Testing Criteria and Quality Control Parameters; Approved Guideline - Third

Edition; Vol. 28 No. 27
2008 CLSI 0

293 M50-A Quality Control for Commercial Microbial Identification Systems; Approved Guideline - Vol 28; No 23 2008 CLSI 0
294 MM18-A Interpretive Criteria for Identification of Bacteria and Fungi by DNA Target Sequencing; Approved Guideline - First

Edition; Vol. 28 No. 12
2008 CLSI 0

295 M31-A3 Performance Standards for Antimicrobial Disk and Dilution Susceptibility Tests for Bacteria Isolated From Animals;
Approved Standard - Third Edition; Vol 28; No 8

2008 CLSI 0

296 H58-A Platelet Function Testing by Aggregometry; Approved Guideline - First Edition; Vol. 28 No. 31 2008 CLSI 0
297 H57-A Protocol for the Evaluation, Validation, and Implementation of Coagulometers; Approved Guideline - First Edition; Vol. 28

No. 4
2008 CLSI 0

298 M48-A Laboratory Detection and Identification of Mycobacteria; Approved Guideline - Vol 28; No 17 2008 CLSI 0
299 GP29-A2 Assessment of Laboratory Tests When Proficiency Testing is Not Available; Approved Guideline - Second Edition; Vol. 28

No. 21
2008 CLSI 0

300 POCT05-A Performance Metrics for Continuous Interstitial Glucose Monitoring; Approved Guideline - Vol 28; No 33 2008 CLSI 0
301 M35-A2 Abbreviated Identification of Bacteria and Yeast; Approved Guideline - Second Edition; Vol 28; No 29 2008 CLSI 0
302 M38-A2 Reference Method for Broth Dilution Antifungal Susceptibility Testing of Filamentous Fungi; Approved Standard - Second

Edition; Vol. 28 No. 16
2008 CLSI 0

303 GP15-A3 Cervicovaginal Cytology Based on the Papanicolaou Technique; Approved Guideline - Third Edition; Vol. 28 No. 28 2008 CLSI 0



304 H04-A6 Procedures and Devices for the Collection of Diagnostic Capillary Blood Specimens; Approved Standard - Sixth Edition;
Vol. 28 No. 25

2008 CLSI 0

305 M37-A3 Development of In Vitro Susceptibility Testing Criteria and Quality Control Parameters for Veterinary Antimicrobial
Agents; Approved Guideline - Third Edition; Vol 28; No 7

2008 CLSI 0

306 M27-A3 Reference Method for Broth Dilution Antifungal Susceptibility Testing of Yeasts; Approved Standard - Third Edition; Vol
28 No 14

2008 CLSI 0

307 GP41-A6 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture; Approved Standard - Sixth Edition; Vol
27; No 26

2007 CLSI 0

308 H42-A2 Enumeration of Immunologically Defined Cell Populations by Flow Cytometry; Approved Guideline - Second Edition;
Vol. 27 No. 16

2007 CLSI 0

309 H03-A6 Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture; Approved Standard - Sixth Edition; Vol. 27
No. 26

2007 CLSI 0

310 GP32-A Management of Nonconforming Laboratory Events; Approved Guideline - Vol 27; No 27 2007 CLSI 0
311 H43-A2 Clinical Flow Cytometric Analysis of Neoplastic Hematolymphoid Cells; Approved Guideline - Second Edition; Vol. 27

No. 11
2007 CLSI 0

312 GP27-A2 Using Proficiency Testing to Improve the Clinical Laboratory; Approved Guideline - Second Edition; Vol. 27 No. 8 2007 CLSI 0
313 M47-A Principles and Procedures for Blood Cultures; Approved Guideline - Vol 27; No 17 2007 CLSI 0
314 C49-A Analysis of Body Fluids in Clinical Chemistry; Approved Guideline - First Edition; Vol. 27 No. 14 2007 CLSI 0
315 LA04-A5 Blood Collection on Filter Paper for Newborn Screening Programs; Approved Standard - Fifth Edition; Vol. 27 No. 20 2007 CLSI 0
316 QMS11-A Management of Nonconforming Laboratory Events; Approved Guideline - Vol 27; No 27 2007 CLSI 0
317 H20-A2 Reference Leukocyte (WBC) Differential Count (Proportional) and Evaluation of Instrumental Methods; Approved

Standard - Second Edition; Vol. 27 No. 4
2007 CLSI 0

318 C52-A2 Toxicology and Drug Testing in the Clinical Laboratory; Approved Guideline - Second Edition; Vol. 27 No. 15 2007 CLSI 0
319 MM11-A Molecular Methods for Bacterial Strain Typing; Approved Guideline - First Edition; Vol. 27 No. 10 2007 CLSI 0
320 QMS04-A2 Laboratory Design; Approved Guideline - Second Edition; Vol 27; No 7 2007 CLSI 0
321 H56-A Body Fluid Analysis for Cellular Composition; Approved Guideline - First Edition; Vol. 26 No. 26 2006 CLSI 0
322 POCT1-A2 Point-of-Care Connectivity; Approved Standard - Second Edition; Vol 26; No 28 2006 CLSI 0
323 AUTO8-A Managing and Validating Laboratory Information Systems; Approved Guideline - Vol 26; No 36 2006 CLSI 0
324 EP10-A3-AMD Preliminary Evaluation of Quantitative Clinical Laboratory Measurement Procedures; Approved Guideline - Third Edition;

Vol 26; No 34; Incorporates Amendment 5/2014
2006 CLSI 0

325 AUTO10-A Autoverification of Clinical Laboratory Test Results; Approved Guideline - First Edition; Vol 26; No 32 2006 CLSI 0
326 QMS07-A2 Application of a Quality Management System Model for Respiratory Services; Approved Guideline - Second Edition; Vol

26; No 15
2006 CLSI 0

327 HS05-A2 Application of a Quality Management System Model for Medical Imaging Services; Approved Guideline - Second Edition;
Vol. 26 No. 16

2006 CLSI 0

328 HS04-A2 Application of a Quality Management System Model for Respiratory Services; Approved Guideline - Second Edition; Vol.
26 No. 15

2006 CLSI 0

329 VET03-A Methods for Antimicrobial Disk Susceptibility Testing of Bacteria Isolated From Aquatic Animals; Approved Guideline -
Vol. 26; No. 23

2006 CLSI 0

330 EP15-A2 User Verification of Performance for Precision and Trueness; Approved Guideline - Second Edition; Vol. 25 No. 17 2006 CLSI 0
331 QMS09-A2 Application of a Quality Management System Model for Inpatient Medication Use; Approved Guideline - Second Edition;

Vol 26; No 17
2006 CLSI 0

332 AUTO11-A IT Security of In Vitro Diagnostic Instruments and Software Systems; Approved Standard - Vol 26; No 33 2006 CLSI 0
333 C24-A3 Statistical Quality Control for Quantitative Measurement Procedures: Principles and Definitions; Approved Guideline -

Third Edition; Vol 26; No 25
2006 CLSI 0



334 HS10-A2 Application of a Quality Management System Model for Inpatient Medication Use; Approved Guideline - Second Edition;
Vol. 26 No. 17

2006 CLSI 0

335 M49-A Methods for Broth Dilution Susceptibility Testing of Bacteria Isolated From Aquatic Animals; Approved Guideline - Vol
26; No 24

2006 CLSI 0

336 C03-A4 Preparation and Testing of Reagent Water in the Clinical Laboratory; Approved Guideline - Fourth Edition; Vol. 26 No.
22; Incorporates Amendment 6/2012

2006 CLSI 0

337 GP40-A4-AMD Preparation and Testing of Reagent Water in the Clinical Laboratory; Approved Guideline - Fourth Edition; Vol 26; No 22;
Incorporates Amendment 6/2012

2006 CLSI 0

338 EP32-R Metrological Traceability and Its Implementation; A Report - Vol 26; No 10 2006 CLSI 0
339 MM13-A Collection, Transport, Preparation, and Storage of Specimens for Molecular Methods; Approved Guideline - First Edition;

Vol. 25 No. 31
2006 CLSI 0

340 X05-R Metrological Traceability and Its Implementation; A Report - First Edition; Vol. 26 No. 10 2006 CLSI 0
341 POCT04-A2 Point-of-Care In Vitro Diagnostic (IVD) Testing; Approved Guideline - Second Edition; Vol 26; No 30 2006 CLSI 0
342 EP10-A3 Preliminary Evaluation of Quantitative Clinical Laboratory Measurement Procedures; Approved Guideline - Third Edition;

Vol. 26 No. 34
2006 CLSI 0

343 I/LA27-A Newborn Screening Follow-up; Approved Guideline - First Edition; Vol. 26 No. 18 2006 CLSI 0
344 MM03-A2 Molecular Diagnostic Methods for Infectious Diseases; Approved Guideline - Second Edition; Vol. 26 No. 8 2006 CLSI 0
345 M42-A Methods for Antimicrobial Disk Susceptibility Testing of Bacteria Isolated From Aquatic Animals; Approved Guideline -

Vol 26; No 23
2006 CLSI 0

346 GP02-A5 Laboratory Documents: Development and Control; Approved Guideline - Fifth Edition; Vol. 26 No. 12 2006 CLSI 0
347 M6-A2 Protocols for Evaluating Dehydrated Mueller-Hinton Agar; Approved Standard - Second Edition; Vol 26; No 6 2006 CLSI 0
348 QMS08-A2 Application of a Quality Management System Model for Medical Imaging Services; Approved Guideline - Second Edition;

Vol 26; No 16
2006 CLSI 0

349 VET04-A Methods for Broth Dilution Susceptibility Testing of Bacteria Isolated From Aquatic Animals; Approved Guideline - Vol.
26; No. 24: see CLSI VET04-A2 PK

2006 CLSI 0

350 GP28-A Microwave Device Use in the Histology Laboratory; Approved Guideline - First Edition; Vol. 25 No. 7 2005 CLSI 0
351 EP07-A2 Interference Testing in Clinical Chemistry; Approved Guideline - Second Edition; Vol. 25 No. 27 2005 CLSI 0
352 M29-A3 Protection of Laboratory Workers From Occupationally Acquired Infections; Approved Guideline - Third Edition; Vol. 25

No. 10
2005 CLSI 0

353 H45-A2 Performance of the Bleeding Time Test; Approved Guideline - Second Edition; Vol. 25 No. 15 2005 CLSI 0
354 POCT13-A2 Glucose Monitoring in Settings Without Laboratory Support; Approved Guideline - Second Edition; Vol 25; No 12 2005 CLSI 0
355 MM14-A Proficiency Testing (External Quality Assessment) for Molecular Methods; Approved Guideline - First Edition; Vol. 25

No. 24
2005 CLSI 0

356 HS11-A A Model for Managing Medical Device Alerts (Hazards and Recalls) for Healthcare Organizations; Approved Guideline -
Vol 25; No 30

2005 CLSI 0

357 H54-A Procedures for Validation of INR and Local Calibration of PT/INR Systems; Approved Guideline - Vol. 25 No. 23 2005 CLSI 0
358 AST4-A2 Glucose Monitoring in Settings Without Laboratory Support; Approved Guideline - Second Edition; Vol 25; No 12 2005 CLSI 0
359 EP14-A2 Evaluation of Matrix Effects; Approved Guideline - Second Edition; Vol. 25 No. 4 2005 CLSI 0
360 M28-A2 Procedures for the Recovery and Identification of Parasites From the Intestinal Tract; Approved Guideline - Second

Edition; Vol 25; No 16
2005 CLSI 0

361 AUTO2-A2 Laboratory Automation: Bar Codes for Specimen Container Identification; Approved Standard - Second Edition; Vol 25;
No 29

2005 CLSI 0

362 QMS10-A A Model for Managing Medical Device Alerts (Hazards and Recalls) for Healthcare Organizations; Approved Guideline -
Vol 25; No 30

2005 CLSI 0

363 GP43-A4 Procedures for the Collection of Arterial Blood Specimens; Approved Standard - Fourth Edition; Vol 24; No 28 2004 CLSI 0
364 HS1-A2 A Quality Management System Model for Health Care; Approved Guideline - Second Edition; Vol 24; No 37 2004 CLSI 0



365 M22-A3 Quality Control for Commercially Prepared Microbiological Culture Media; Approved Standard - Third Edition; Vol. 24
No. 19

2004 CLSI 0

366 H49-A Point-of-Care Monitoring of Anticoagulation Therapy; Approved Guideline - First Edition; Vol. 24 No. 23 2004 CLSI 0
367 MM07-A Fluorescence In Situ Hybridization (FISH) Methods for Medical Genetics; Approved Guideline - First Edition; Vol. 24 No.

5
2004 CLSI 0

368 EP05-A2 Evaluation of Precision Performance of Quantitative Measurement Methods; Approved Guideline - Second Edition; Vol.
24 No. 25

2004 CLSI 0

369 MM09-A Nucleic Acid Sequencing Methods in Diagnostic Laboratory Medicine; Approved Guideline - First Edition; Vol. 24 No. 40 2004 CLSI 0
370 HS06-A Studies to Evaluate Patient Outcomes; Approved Guideline - First Edition; Vol. 24 No. 32 2004 CLSI 0
371 POCT14-A Point-of-Care Monitoring of Anticoagulation Therapy; Approved Guideline - Vol 24; No 23 2004 CLSI 0
372 H44-A2 Methods for Reticulocyte Counting (Automated Blood Cell Counters, Flow Cytometry and Supravital Dyes); Approved

Guideline - Second Edition; Vol. 24 No. 8
2004 CLSI 0

373 I/LA26-A Performance of Single Cell Immune Response Assays; Approved Guideline - First Edition; Vol. 24 No. 29 2004 CLSI 0
374 H11-A4 Procedures for the Collection of Arterial Blood Specimens; Approved Standard - Fourth Edition; Vol. 24 No. 28 2004 CLSI 0
375 X04-R Planning for Challenges to Clinical Laboratory Operations During a Disaster; A Report - First Edition; Vol. 23 No. 29 2003 CLSI 0
376 M40-A Quality Control of Microbiological Transport Systems; Approved Standard - Vol 23; No 34 2003 CLSI 0
377 MM05-A Nucleic Acid Amplification Assays for Molecular Hematopathology; Approved Guideline - First Edition; Vol. 32 No. 6 2003 CLSI 0
378 GP20-A2 Fine-Needle Aspiration Biopsy (FNAB) Techniques; Approved Guideline - Second Edition; Vol 23 No 27 2003 CLSI 0
379 EP21-A Estimation of Total Analytical Error for Clinical Laboratory Methods; Approved Guideline - Vol 23; No 20 2003 CLSI 0
380 GP46-R Planning for Challenges to Clinical Laboratory Operations During a Disaster; A Report - Vol 23; No 29 2003 CLSI 0
381 GP19-A2 Laboratory Instruments and Data Management Systems: Design of Software User Interfaces and End-User Software

Systems Validation, Operation, and Monitoring; Approved Guideline - Second Edition; Vol. 23 No. 4
2003 CLSI 0

382 LIS07-A Standard Specification for Use of Bar Codes on Specimen Tubes in the Clinical Laboratory - First Edition; Vol. 23 No. 13 2003 CLSI 0
383 LIS05-A Standard Specification for Transferring Clinical Observations Between Independent Computer Systems - First Edition; Vol.

23 No. 11
2003 CLSI 0

384 EP06-A Evaluation of the Linearity of Quantitative Measurement Procedures: A Statistical Approach; Approved Guideline - Second
Edition; Vol 23 No 16

2003 CLSI 0

385 C44-A Harmonization of Glycohemoglobin Measurements; Approved Guideline - First Edition; Vol. 22 No. 25 2002 CLSI 0
386 H51-A Assays of von Willebrand Factor Antigen and Ristocetin Cofactor Activity; Approved Guideline - First Edition; Vol. 22

No. 20
2002 CLSI 0

387 T/DM06-A Blood Alcohol Testing in the Clinical Laboratory; Approved Guideline - First Edition; Vol 17 No 14 2002 CLSI 0
388 X03-R Implementing a Needlestick and Sharps Injury Prevention Program in the Clinical Laboratory; A Report - Volume 22

Number 4
2002 CLSI 0

389 C30-A2 Point-of-Care Blood Glucose Testing in Acute and Chronic Care Facilities; Approved Guideline - Second Edition; Vol 22;
No 17

2002 CLSI 0

390 MM02-A2 Immunoglobin and T-Cell Receptor Gene Rearrangement Assays; Approved Guideline - Second Edition; Vol. 22 No. 12 2002 CLSI 0
391 C43-A Gas Chromatography/Mass Spectrometry (GC/MS) Confirmation of Drugs; Approved Guideline - Vol 22; No 22 2002 CLSI 0
392 GP05-A2 Clinical Laboratory Waste Management; Approved Guideline - Second Edition; Vol. 22 No. 3 2002 CLSI 0
393 EP19-R A Framework for NCCLS Evaluation Protocols; A Report - First Edition; Vol. 22 No. 10 2002 CLSI 0
394 GP10-A Assessment of the Clinical Accuracy of Laboratory Tests Using Receiver Operating Characteristic (ROC) Plots; Approved

Guideline - First Edition; Vol. 15 No. 19
2001 CLSI 0

395 C40-A Analytical Procedures for the Determination of Lead in Blood and Urine; Approved Guideline - First Edition; Vol. 21 No. 9 2001 CLSI 0
396 I/LA18-A2 Specifications for Immunological Testing for Infectious Diseases; Approved Guideline - Second Edition; Vol. 21 No. 15 2001 CLSI 0
397 H52-A Fetal Red Cell Detection; Approved Guideline - First Edition; Vol. 21 No. 26 2000 CLSI 0
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398 C39-A A Designated Comparison Method for the Measurement of Ionized Calcium in Serum; Approved Standard - First Edition;
Vol. 20 No. 6

2000 CLSI 0

399 H15-A3 Reference and Selected Procedures for the Quantitative Determination of Hemoglobin in Blood; Approved Standard - Third
Edition; Vol. 20 No. 28

2000 CLSI 0

400 M15-A Laboratory Diagnosis of Blood-borne Parasitic Diseases; Approved Guideline - First Edition; Vol. 20 No. 12 2000 CLSI 0
401 GP23-A Nongynecologic Cytologic Specimens: Collection and Cytopreparatory Techniques; Approved Guideline - First Edition;

Vol. 19 No. 14
1999 CLSI 0

402 M26-A Methods for Determining Bactericidal Activity of Antimicrobial Agents; Approved Guideline - First Edition; Vol. 19 No.
18

1999 CLSI 0

403 M21-A Methodology for the Serum Bactericidal Test; Approved Guideline - First Edition; Vol. 19 No. 17 1999 CLSI 0
404 GP09-A Selecting and Evaluating a Referral Laboratory; Approved Guideline - First Edition; Vol. 18 No. 15 1998 CLSI 0
405 H17-A Determination of Serum Iron, Total Iron-Binding Capacity and Percent Transferrin Saturation; Approved Standard - First

Edition; Vol. 18 No. 19
1998 CLSI 0

406 GP11-A Basic Cost Accounting for Clinical Services; Approved Guideline - First Edition; Vol. 18 No. 14 1998 CLSI 0
407 I/LA19-A Primary Reference Preparations Used to Standardize Calibration of Immunochemical Assays for Serum Prostate Specific

Antigen (PSA); Approved Guideline - First Edition; Vol 17 No 6
1997 CLSI 0

408 H48-A Determination of Factor Coagulant Activities; Approved Guideline - First Edition; Vol. 17 No. 4 1997 CLSI 0
409 C59-A Apolipoprotein Immunoassays: Development and Recommended Performance Characteristics; Approved Guideline - Vol

17; No 12
1997 CLSI 0

410 I/LA15-A Apolipoprotein Immunoassays: Development and Recommended Performance Characteristics; Approved Guideline - First
Edition; Vol. 17 No. 12

1997 CLSI 0

411 C60-A Blood Alcohol Testing in the Clinical Laboratory; Approved Guideline - Vol 17; No 14 1997 CLSI 0
412 EP13-R Laboratory Statistics - Standard Deviation; A Report - First Edition;Vol 15 No 8 1995 CLSI 0
413 GP06-A Inventory Control Systems for Laboratory Supplies; Approved Guideline - First Edition; Vol. 14 No. 3 1994 CLSI 0
414 DI02-A2 Immunoprecipitin Analyses: Procedures for Evaluating the Performance of Materials; Approved Guideline - Second

Edition;
1993 CLSI 0

415 H22-P Histochemical Method for Leukocyte Alkaline Phosphatase, Proposed Standard - Vol. 4 No. 14 1984 CLSI 0
416 I06-A Service of Clinical Laboratory Instruments; Approved Guideline - First Edition; Vol. 4 No. 4 1984 CLSI 0
417 I03-A Standards for Relating Spectrophotometer Performance Characteristics to Analytical Goals; Approved Standard - First

Edition
1980 CLSI 0


