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1ISO17025:2005, General requirements for the competence of testing and calibration
laboratories.

ISO/DIS 6710. Single-use containers for human venous blood specimen collection. Draft
2001.

EN/ISO15189:2007, Medical laboratories: particular requirements for quality and
competence. Published in 2003, the 1ISO 15189 quickly became a widely accepted
standard to be used for accreditation of clinical laboratory competence. The 1SO15189
standard is divided in two parts, management requirements and technical requirements
related to activities carried out by clinical laboratories. Importantly, the last ISO15189,
2007 version establishes responsibility of the clinical laboratory for all preanalytical steps,
including ordering and sampling. However, detailed technical preanalytical requirements
are absent from normative documents.

Dati F. The new European directive on in vitro diagnostics. Clin Chem Lab Med. 2003
Oct;41(10):1289-98. (Review).

General BACK TO TOP
Guidelines

OECD quidelines on Good Laboratory Practice and Compliance Monitoring
(ENV/MC/CHEM(98)17) have been issued following international collaboration
(http://www.oecd.org/document/63/0,2340,en 2649 34381 2346175 1 1 1 1,00.ht ml)
between scientific societies. These are being increasingly implemented and propagated by
organization of the national Clinical Chemistry societies under the umbrella of the EFCC:
European Federation of Clinical Chemistry and Laboratory Medicine.

Guder WG, Narayanan S, Wisser H, Zawta B. Samples: From the Patient to the
Laboratory. Darmstadt: GIT, 2001, 2nd ed.

Genetics, A. C. 0. M. (2006). "Standards and Guidelines for Clinical Genetics
Laboratories."

Thomas L( ed.). Clinical Laboratory Diagnosis. Frankfurt: TH-Books, 1998. Tietz NW.
Clinical Guide to Laboratory Tests. Philadelphia: Saunders, 1995, 3rd

Young DS. Effects of preanalytical variables on clinical laboratory tests. Washington:
AACC Press, 1997, 2nd ed.

ISBER HEAD OFFICE Suite 400 — 570, West 7th Avenue Vancouver BC V5Y 1B3, Canada | T 604.484.5693 | F 604.874.4378  www.isber.org



http://www.isber.org/wg/bs/BS_WG_LitComp.cfm#top
http://www.ncbi.nlm.nih.gov/pubmed?term=ISO17025%3A2005%2C%20General%20requirements%20for%20the%20competence%20of%20testing%20and%20calibration%20laboratories
http://www.ncbi.nlm.nih.gov/pubmed?term=ISO17025%3A2005%2C%20General%20requirements%20for%20the%20competence%20of%20testing%20and%20calibration%20laboratories
http://www.ncbi.nlm.nih.gov/pubmed?term=ISO17025%3A2005%2C%20General%20requirements%20for%20the%20competence%20of%20testing%20and%20calibration%20laboratories
http://www.ncbi.nlm.nih.gov/pubmed?term=Dati%20F.%20The%20new%20European%20directive%20on%20in%20vitro%20diagnostics.%20Clin%20Chem%20Lab%20Med.%202003%20Oct%3B41(10)%3A1289-98.%20(Review)
http://www.ncbi.nlm.nih.gov/pubmed?term=Dati%20F.%20The%20new%20European%20directive%20on%20in%20vitro%20diagnostics.%20Clin%20Chem%20Lab%20Med.%202003%20Oct%3B41(10)%3A1289-98.%20(Review)
http://www.ncbi.nlm.nih.gov/pubmed?term=Dati%20F.%20The%20new%20European%20directive%20on%20in%20vitro%20diagnostics.%20Clin%20Chem%20Lab%20Med.%202003%20Oct%3B41(10)%3A1289-98.%20(Review)
http://www.isber.org/wg/bs/BS_WG_LitComp.cfm#top
http://www.oecd.org/document/63/0%2C2340%2Cen_2649_34381_2346175_1_1_1_1%2C00.ht
http://www.oecd.org/document/63/0%2C2340%2Cen_2649_34381_2346175_1_1_1_1%2C00.ht
http://www.ncbi.nlm.nih.gov/pubmed?term=Guder%20WG%2C%20Narayanan%20S%2C%20Wisser%20H%2C%20Zawta%20B.%20Samples%3A%20From%20the%20Patient%20to%20the%20Laboratory.%20Darmstadt%3A%20GIT%2C%202001%2C%202nd%20ed
http://www.ncbi.nlm.nih.gov/pubmed?term=Guder%20WG%2C%20Narayanan%20S%2C%20Wisser%20H%2C%20Zawta%20B.%20Samples%3A%20From%20the%20Patient%20to%20the%20Laboratory.%20Darmstadt%3A%20GIT%2C%202001%2C%202nd%20ed
http://www.ncbi.nlm.nih.gov/pubmed?term=Guder%20WG%2C%20Narayanan%20S%2C%20Wisser%20H%2C%20Zawta%20B.%20Samples%3A%20From%20the%20Patient%20to%20the%20Laboratory.%20Darmstadt%3A%20GIT%2C%202001%2C%202nd%20ed
http://www.ncbi.nlm.nih.gov/pubmed?term=Genetics%2C%20A.%20C.%20o.%20M.%20(2006).%20Standards%20and%20Guidelines%20for%20Clinical%20Genetics%20Laboratories
http://www.ncbi.nlm.nih.gov/pubmed?term=Genetics%2C%20A.%20C.%20o.%20M.%20(2006).%20Standards%20and%20Guidelines%20for%20Clinical%20Genetics%20Laboratories
http://www.ncbi.nlm.nih.gov/pubmed?term=Genetics%2C%20A.%20C.%20o.%20M.%20(2006).%20Standards%20and%20Guidelines%20for%20Clinical%20Genetics%20Laboratories
http://www.ncbi.nlm.nih.gov/pubmed?term=Thomas%20L(%20ed.).%20Clinical%20Laboratory%20Diagnosis.%20Frankfurt%3A%20TH-Books%2C%201998.%20Tietz%20NW.%20Clinical%20Guide%20to%20Laboratory%20Tests.%20Philadelphia%3A%20Saunders%2C%201995%2C%203rd
http://www.ncbi.nlm.nih.gov/pubmed?term=Thomas%20L(%20ed.).%20Clinical%20Laboratory%20Diagnosis.%20Frankfurt%3A%20TH-Books%2C%201998.%20Tietz%20NW.%20Clinical%20Guide%20to%20Laboratory%20Tests.%20Philadelphia%3A%20Saunders%2C%201995%2C%203rd
http://www.ncbi.nlm.nih.gov/pubmed?term=Thomas%20L(%20ed.).%20Clinical%20Laboratory%20Diagnosis.%20Frankfurt%3A%20TH-Books%2C%201998.%20Tietz%20NW.%20Clinical%20Guide%20to%20Laboratory%20Tests.%20Philadelphia%3A%20Saunders%2C%201995%2C%203rd
http://www.ncbi.nlm.nih.gov/pubmed?term=Young%20DS.%20Effects%20of%20preanalytical%20variables%20on%20clinical%20laboratory%20tests.%20Washington%3A%20AACC%20Press%2C%201997%2C%202nd%20ed
http://www.ncbi.nlm.nih.gov/pubmed?term=Young%20DS.%20Effects%20of%20preanalytical%20variables%20on%20clinical%20laboratory%20tests.%20Washington%3A%20AACC%20Press%2C%201997%2C%202nd%20ed
http://www.ncbi.nlm.nih.gov/pubmed?term=Young%20DS.%20Effects%20of%20preanalytical%20variables%20on%20clinical%20laboratory%20tests.%20Washington%3A%20AACC%20Press%2C%201997%2C%202nd%20ed

D. YoungA’’s databank available at: www.fxol.org ChronolabA’’s databank
"Recommengations for detection and management of unsuitable samples in clinical
laboratoriesA”” by the same Working Group (Clin Chem Lab Med 2007; 45: 728-36)

Duchassaing D. Quality assurance and preanalytic phase. Ann. Biol. Clin. 1997. 55.5.
497-508

Ghnassia J(NZ. Echantillons biolgqiqugs. Phase prA©analytique et prA©IA vements en
biologie mA®©dicale. Book. (1A "re A©dition) Option Bio 1998

Direction GA©nA®rale dela SantA©. Commission du ContrA’le de QualitA®© des
AnNaIvses de Biologie MA®©dicale. Document de travail : Banque dA”’ltems de la Phase
PrA©-analytique 204

Jacobs DM, DeMott WR, Oxley D, eds. Jacobs & DeMott Laboratory Test Handbook,
5th edition. Lexi-Comp, Inc., Cleveland, OH, 2001

Landi MT, Caporaso N. Sample collection, processing and storage. IARC Sci Publ
1997:(142):223-36.
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