
World Health Organization – Clinical and Laboratory Standards Institute – Centers for Disease Control and Prevention 

 
Laboratory Quality Management System Training Toolkit – Current Laboratory Practice Series - 2009 

1 
References Modules 1 – 18 ● Quality Management System Training Toolkit 

References and resources by module 
 

There are two International Organization for Standardization (ISO) standards that are specific to 

laboratories and the Clinical and Laboratory Standards Institute (CLSI) has two documents that 

are very important in the clinical laboratory. These four documents are referred to throughout 

each of the 18 chapters and are therefore not cited in the individual chapters listed below. 

• ISO 15189:2007. Medical laboratories—particular requirements for quality and competence. 

Geneva, International Organization for Standardization, 2007. 

• ISO/IEC 17025:2005. General requirements for the competence of testing and calibration 

laboratories. Geneva, International Organization for Standardization, 2005. 

• CLSI/NCCLS. Application of a quality management system model for laboratory services; 

approved guideline—3rd ed. GP26-A3. Wayne, PA, NCCLS, 2004. 

• CLSI/NCCLS. A quality management system model for health care; approved guideline—2
nd

 

ed. HS1-A2. Wayne, PA, NCCLS, 2004. 
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ISO 9001:2008. Quality management systems–Requirements. Geneva, International Organization 

for Standardization, 2008. 

Shewart WE. Economic control of quality of manufactured product. New York, D. Van Nostrand 

Company, 1931. 

Shewart WE. Statistical methods from the viewpoint of quality control, WE Deming, ed., 

Washington, DC, Graduate School, Department of Agriculture, 1939. Reprinted New York, 

Dover Publications Inc, 1986. 

Walton M. The Deming management method. New York, Perigee Books, 1986. 

WHO. Fifty-eighth World Health Assembly. Resolutions and decisions annex. Geneva, World 

Health Organization, 2005 (http://www.who.int/gb/ebwha/pdf_files/WHA58-

REC1/english/A58_2005_REC1-en.pdf, accessed 11 April 2011). 

 

Module 2 Facilities and safety 

CDC and NIH. Biosafety in microbiological and biomedical laboratories, 4th ed. United 

States Government Printing Office, United States Department of Health and Human 

Services, Public Health Service, Centers for Disease Control and Prevention, and National 

Institutes of Health, 1999. 
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for Standardization, 2002. 

ISO 3864-3:2006. Graphical symbols—Safety colours and safety signs—Part 3: 

Design principles for graphical symbols for use in safety signs. Geneva, International 

Organization for Standardization, 2006. 

Internationally recognized labels: 

• http://www.ehs.cornell.edu/lrs/lab_dot_labels/lab_dot_labels.cfm (accessed 11 April 2011) 

• http://ehs.unc.edu/labels/bio.shtml (accessed 11 April 2011) 

• http://www.safetylabel.com/safetylabelstandards/iso-ansi-symbols.php (accessed 11 April 

2011). 

PHAC. Chapter 9: Biological safety cabinets. In: The laboratory biosafety guidelines, 3rd ed. 

Ottawa, Public Health Agency of Canada, 2004 (http://www.phac-aspc.gc.ca/publicat/lbgldmbl-

04/ch9-eng.php, accessed 11 April 2011). 

Reitman M, Wedum AG. Microbiological safety. Public Health Report, 1956,71(7):659–665. 

Rutala WA, Weber DJ. Disinfection and sterilization in health care facilities: what 

clinicians need to know. Clinical Infectious Diseases, 2004, 39:702–709 (http://www.hpci.ch/fi 

les/documents/guidelines/hh_gl_disinf-sterili-cid.pdf, accessed 11 April 2011). 

Sewell DL. Laboratory-associated infections and biosafety. Clinical Microbiology Reviews, 1995, 

8:389–405. 

WHO. Laboratory safety manual, 3rd ed. Geneva, World Health Organization, 2003. 

WHO. Guidance on regulation for the transport of infectious substances 2007–2008. Geneva, 

World Health Organization, 2007. 

 

Module 3 Equipment 

King B. NIOSH Health Hazard Evaluation Report No. 2004-0081-3002. New York University 

School of Medicine, New York, 2006:11 (http://www.cdc.gov/niosh/hhe/reports/pdfs/2004-

0081-3002.pdf, accessed 11 April 2011). 
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Richmond JY, McKinney RW, eds. Primary containment for biohazards: selection, installation 

and use of biological safety cabinets, 2nd ed. United States Government Printing Office, United 

States Department of Health and Human Services Public Health Service, Centers for Disease 

Control and Prevention, and National Institutes of Health, 2000. 

WHO. Guidelines for health care equipment donations. Geneva, World Health Organization, 

2000 (http://www.who.int/hac/techguidance/pht/en/1_equipment%20donationbuletin82WHO.pdf, 

accessed 11 April 2011). 

 

Module 4 Purchasing and inventory 

WHO. Guidelines for health care equipment donations. Geneva, World Health Organization, 

2000 (http://www.who.int/hac/techguidance/pht/en/1_equipment%20donationbuletin82WHO.pdf, 

accessed 11 April 2011). 

 

Module 5 Process control—sample management 

ICAO. Technical instructions for the safe transport of dangerous goods by air, 2007–2008 ed. 

(Doc 9284). Montreal, Canada, International Civil Aviation Organization, 2006. 

ISO 15394:2000. Packaging—bar code and two-dimensional symbols for shipping, transport 

and receiving labels. Geneva, International Organization for Standardization, 2000. 

ISO 21067:2007. Packaging—vocabulary. Geneva, International Organization for 

Standardization, 2007. 

UN. Recommendations on the transport of dangerous goods: model regulations,15th revised ed. 

New York, Geneva, United Nations, 2007. These recommendations include: 

• UN 2900 Infectious substances affecting humans—infectious substances included in Category 

A in any form unless otherwise indicated; 

• UN 2900 Infectious substances affecting animals only—"Exempt" human or animal samples; 

• Shipper’s Declaration for Dangerous Goods Form; 

• Flowchart for Classification of Infectious Agents for Transport; 

• Packaging and Labeling of Category A Infectious Substances; 

• Packaging and Labeling of Category B Infectious Substances; 

• Packaging and Labeling of Exempt Substances; 

• Thermal Control Shipping Unit; 

• Dry Ice Shipping Label. 

Wagar EA et al. Patient safety in the clinical laboratory: a longitudinal analysis of specimen 

identification errors. Archives of Pathology and Laboratory Medicine, 2006, 130(11):1662–1668 

(http://arpa.allenpress.com/pdfserv/10.1043%2F15432165(2006)130%5B1662:PSITCL%5D2.0.

CO%3B2). 

WHO. Guidance on regulation for the transport of infectious substances 2007–2008. Geneva, 

World Health Organization, 2007. 
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Module 6 Process control—introduction to quality control 
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WHO. External quality assessment of health laboratories: report on a WHO Working Group. 
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ISO 15198:2004. Clinical laboratory medicine–In vitro diagnostic medical devices–Validation of 
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semiquantitative procedures 
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Turnidge JD, Ferraro MJ, Jorgensen JH. Susceptibility test methods: general considerations. In: 
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Glossary 

The definitions provided in the glossary come from the references above and from the sources 

listed below. 

ANSI/ASQC Standard A3. Quality Systems Terminology. American National Standards 

Institute/American Society for Quality Control, 1987. 

Basem S. El-Haik, Khalid S. Mekki. Medical device design for six sigma: a road map for safety 

and effectiveness. John Wiley & Sons, Inc. Hoboken, NJ, 2008. 

Glossary of QC Terms, Westgard QC (http://www.westgard.com/glossary.htm, accessed 14 

September 2012). 

Glossary of Terms, Six Sigma Forum, American Society for Quality 

(http://asq.org/sixsigma/quality-information/termsa-sixsigma.html, accessed 14 September 2012). 

ISO 3534-2:2006. Statistics–Vocabulary and symbols–Part 2: Applied statistics. Geneva, 

International Organization for Standardization, 2006. 

ISO 9000, 9001, and 9004 plain English definitions, Praxiom Research Group Limited 

(http://www.praxiom.com/iso-definition.htm, accessed 14 September 2012). 

ISO/IEC 17020:2012. Conformity assessment–Requirements for the operation of various types of 

bodies performing inspection. Geneva, International Organization for Standardization, 2012. 

ISO/IEC Directives, Part 2. Rules for the structure and drafting of International Standards, 6th 

edition. Geneva, International Organization for Standardization, 2011. 

ISO/IEC Guide 51:1999. Safety aspects–Guidelines for their inclusion in standards. Geneva, 

International Organization for Standardization, 1999. 

Mosby's Medical Dictionary, 8th edition. Elsevier, 2009 (http://medical-

dictionary.thefreedictionary.com/, accessed 14 September 2012). 

NSF/ANSI 49-2011. Biosafety Cabinetry: Design, Construction, Performance, and Field 

Certification. NSF International, 2011. 

Quality Assurance Terms Glossary, The Elsmar Cove Web Site 

(http://elsmar.com/wiki/index.php/Quality_Assurance_Terms_Glossary/, accessed 14 September 

2012). 
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