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1. EN ISO 15189, the Standard for Accreditation in Laboratory Medicine, eJIFCC Vol 15 no 4: http://www.ifcc.org/ejifcc/ejifcc/vol15no4/150412200400.htm
The publication of EN ISO 15189 is an important step towards universal acceptance by medical laboratory professionals of the need for accreditation as a means of demonstrating to the public, to governments, regulatory bodies and other interested parties that a laboratory possesses the competence necessary to ensure the high standards of service which patients and clinicians should be able to take for granted.

Now that the standard has been published it is possible to make meaningful use of the experiences of others in improving our understanding of the issues involved and in ensuring a greater uniformity of approach to medical laboratory accreditation throughout the world. It is hoped that this special issue of eJIFCC will contribute to this process.

2. ISO 15189:2003 - From theory into practice, eJIFCC Vol 15 no 4: http://www.ifcc.org/ejifcc/ejifcc/vol15no4/150412200402.htm 

In the author's book, 'A Practical Guide to Accreditation in Laboratory Medicine' key aspects of ISO 15189:2003 as well as ISO 9001:2000, the standard for quality management systems and ISO/IEC 17025:1999, the generic standard for testing and calibration laboratories are discussed and through the fictional device of the Pathology Laboratory of St Elsewhere's Hospital Trust, a practical approach to establishing a quality management system is discussed. This article presents a summary of this approach - from theory into practice.

2004 3.  Practical application of ISO 15189 by accreditation bodies - A comparison with ISO/IEC 17025, eJIFCC Vol 15 no 4: http://www.ifcc.org/ejifcc/ejifcc/vol15no4/150412200403.htm
ISO 15189:2003 is an international standard developed particularly for the medical laboratories. Though it is based upon ISO/IEC 17025:1999 and ISO 9000:2000, it is a standalone standard for medical laboratories with a title particularly referred to "quality and competence”. Under the International Laboratory Accreditation Cooperation (ILAC) Multilateral Mutual Recognition Arrangement (MLA), accreditation of medical laboratories against ISO 15189 and ISO/IEC 17025 are both acceptable.  The standard, since its publication in 2003, is gaining more and more acceptance by accreditation bodies worldwide as the standard for medical laboratories and has been adopted as the accreditation criteria used by many economies. 

4.   ISO 15189:2003 — Its importance for the enlarged Europe, eJIFCC Vol 15 no 4: http://www.ifcc.org/ejifcc/ejifcc/vol15no4/150412200406.htm
The basic idea of the European Union is freedom of movement of people, products and services. This is realized through harmonization of practices, for example in the field of laboratory medicine, a patient wants to be sure that the result of a test can be trusted and is interpreted in the right way during his stay abroad. This has several implications for our profession. 

5.   ISO 15189:2003 and evidence based laboratory medicine, eJIFCC Vol 15 no 4: http://www.ifcc.org/ejifcc/ejifcc/vol15no4/150412200407.htm 

The primary aims of both Evidence-based healthcare EBHC and quality management of health care services are to improve clinical effectiveness and patients' outcomes. Evidence-based laboratory medicine (EBLM) is an essential tool in the assessment of effectiveness, as high quality systematic clinical research is necessary for investigating the impact of any intervention on clinical outcome.  Effectiveness of service is also referred to in the new ISO 15189:2003 standard for medical laboratories (Clauses 4.7, 4.15.1) 

6.  . Laboratory Accreditation in Developing Economies. Working paper No.2 ILAC-UNIDO 2003. http://www.unido.org/file-storage/download/?file%5fid=55885
This publication has been developed in support of a joint project between ILAC, ISO and UNIDO to prepare laboratory accreditation bodies en developing countries for participation in the ILAC Mutual Recognition Arrangement. 

7.  Principles of clinical laboratory accreditation –IFCC www.ifcc.org http://www.ifcc.org/index.php?option=com_remository&Itemid=64&func=fileinfo&id=15 

Principles of laboratory accreditation is a policy document by the IFCC and the The World Association of Societies of Pathology and Laboratory Medicine (WASPaLM) 

8.   Curso de Gestión de calidad para laboratorios http://www.paho.org/Spanish/AD/THS/EV/labs-CGC.htm
El objetivo de este curso es brindar capacitación en los principios básicos necesarios para la gestión de  la calidad en los laboratorios.  El curso está dirigido a todas las personas que trabajan en laboratorios y que tienen la responsabilidad de planificar la implementación o mejoramiento de un sistema de gestión de la calidad.
9.  Guía interpretativo da ISO 15189 ogc004 , 2006. IPAC. http://www.ipac.pt/docs/publicdocs/OGC004.pdf
O objectivo deste documento é interpretar os requisitos da norma ISO 15189:2003, (neste guia designada como “norma”) estabelecendo linhas de orientação a seguir pelos auditores do IPAC, Laboratorios acreditados e candidatos à acreditação.

As interpretações baseiam-se num conjunto de documentos elaborados por vários organismos, nomeadamente a EA e a ILAC. Este documento é de aplicação geral. Situações particulares são abordadas em documentação específica.
ETICA

10.  Organización Panamericana de la Salud. Guía Latinoamericana para la elaboración de código de ética en los laboratorios de salud. Washington, D.C.: OPS, © 2007.
http://www.paho.org/spanish/ad/ths/ev/LAB_GUIA_impl_codigo_etica.pdf
La presente Guía tiene como objetivo brindar pautas para la elaboración de Códigos de Ética para los laboratorios de salud (laboratorios de salud pública, laboratorios clínicos y laboratorios de investigaciones clínicas).
BIOSEGURIDAD

11.   Organización Mundial de la Salud. Manual de bioseguridad en el laboratorio. – 3a ed. Ginebra, 2005
 http://www.paho.org/spanish/ad/ths/ev/lab-biosafety_omsspa.pdf
En esta tercera edición del manual, la OMS sigue proporcionando liderazgo internacional en materia de bioseguridad al abordar los aspectos de la seguridad y la protección biológica que se plantean en el nuevo milenio. A lo largo de toda la publicación se subraya la importancia de la responsabilidad personal. Se han incluido nuevos capítulos que se ocupan de la evaluación de riesgos, el uso de las tecnologías del ADN recombinante en condiciones de seguridad y el transporte de material infeccioso.

12.  . Organización Panamericana de la Salud. Cabinas de seguridad biológica: uso, desinfección y mantenimiento. Washington, D.C.: OPS, 2002.
 http://www.paho.org/Spanish/AD/THS/EV/LAB-Cabinas_bioseguridad.pdf
En el presente documento se explicarán las diversas clases de cabinas de seguridad biológica, la forma cómo se encuentran clasificadas, cómo se utilizan, cómo y con qué agentes se desinfectan, cómo se tratan los incidentes que como derrames o salpicaduras se presentan durante el  trabajo normal del laboratorio, qué componentes las integran y cómo se mantienen.
13.   Organización Mundial de la Salud .Guía sobre la reglamentación relativa al transporte de sustancias infecciosas. Ginebra, 2005

 http://www.paho.org/spanish/ad/ths/ev/labstransporte2005esp.pdf
La presente guía proporciona orientación práctica para facilitar el cumplimiento de la Reglamentación internacional actual relativa al transporte de sustancias infecciosas y muestras de pacientes por todos los medios de transporte, ya sea nacional o internacional, e incluye las modificaciones que entrarán en vigor el 1º de enero de 2005. La guía proporciona información para clasificar las sustancias infecciosas para su transporte y para garantizar su embalaje/envasado seguro. 

14.  ISO 15190:2003 - Medical laboratories - Requirements for safety, eJIFCC Vol 15 no 4: http://www.ifcc.org/ejifcc/ejifcc/vol15no4/150412200405.htm
 
 
ISO 15190:2003 is a new standard developed by the International Organization for Standardization to address the safety aspects of medical laboratories. It is directly linked to the ISO 15189:2003, the standard for quality and competence. It provides a framework for a safety program based upon the principles of quality management, including designation of responsibilities and authorities, regular audits, and continuous improvement.

EQUIPAMIENTO

15.  Manual de mantenimiento para equipo de laboratorio. Washington DC –OPS-2005
http://www.paho.org/spanish/ad/ths/ev/lab_manual-mantenimiento.pdf
Este manual ha sido desarrollado con el fin de apoyar al personal que trabaja en los laboratorios de salud, sean clínicos o de investigación, en los campos de la salud pública, salud animal, salud ambiental, control de alimentos y control de medicamentos, en la comprensión de los requerimientos técnicos relacionados con la instalación, uso y mantenimiento de un grupo de equipos que resultan de gran importancia para la realización de las actividades diagnósticas o de investigación.

16.  Qualification of Analytical Instruments for Use in the Pharmaceutical Industry: A Scientific Approach .AAPS PharmSciTech 2004; 5 (1) Article 22

 http://www.aapspharmscitech.org/articles/pt0501/pt050122/pt050122.pdf
The pharmaceutical industry relies on the precision and accuracy of analytical instruments to obtain valid data for research, development, manufacturing, and quality control. Through published regulations, regulatory agencies require pharmaceutical companies to establish procedures assuring that the users of analytical instruments are trained to perform their assigned tasks. The regulations also require the companies to establish procedures assuring that the instruments that generate data supporting regulated product testing are fit for use. The regulations, however, do not provide clear and authoritative guidance for validation/ qualification of analytical instruments. 

VALIDACION
17.   U.S. Department of Health and Human Services. Food and Drug Administration. Bioanalytical Method Validation. May 2001

http://www.fda.gov/cder/guidance/4252fnl.pdf
This guidance provides assistance to sponsors of investigational new drug applications (INDs), new drug applications (NDAs), abbreviated new drug applications (ANDAs), and supplements in developing bioanalytical method validation information used in human clinical pharmacology, bioavailability (BA), and bioequivalence (BE) studies requiring pharmacokinetic (PK) evaluation. This guidance also applies to other bioanalytical methods, such as immunological and microbiological procedures, and to other biological matrices, such as tissue and skin samples and provides general recommendations for bioanalytical method validation. 
18.   Tholen D: CLSI evaluation protocols. Med Lab Obs. Aug 2006 http://www.clsi.org/Content/NavigationMenu/Home/Homecontent/EParticle0806lab_mgmt_CLSI.pdf
This article details the relationship between CLSI EP documents and a laboratory’s needs for conducting different types of studies to evaluate the performance of instruments and clinical assays, as outlined in EP19-R — A Framework for NCCLS Evaluation Protocols; A Report. This report categorizes each EP guideline with respect to its evaluation type, which takes place when an assay is considered for use or placed in use by a laboratory.

PROCEDIMIENTOS PREANALITICOS Y POSTANALÍTICOS
19.  Preanalytical Variables and Their Influence on the Quality of Laboratory Results, Narayanan S, Guder WG, eJIFCC vol 13 no1: http://www.ifcc.org/ejifcc/vol13no1/1301200107.htm
The development of a preanalytical quality manual takes on an urgency in the goal towards achieving total quality control. Every day the laboratory is confronted with data arising out of preanalytical errors. Ability to recognize such data is critical to maintaining total laboratory quality and will be illustrated with case studies. 
20.  The Importance of Preanalytical Factors in Immunodiagnostic Testing. eJIFCC  14 (3). 
.http://www.ifcc.org/ejifcc/vol14no3/140310200302n.htm
Historically, clinical laboratories have focused on the analytical phase when monitoring the quality of results. This has involved monitoring assay performance, lot-to-lot variation and other characteristics, typically through the use of statistical quality control. However, it is estimated that 60 percent of errors in the laboratory occur in the preanalytical phase1, so it is worthwhile to consider common sources of these errors. 

21.  Pre and post examination aspects, eJIFCC Vol 15 no 4: http://www.ifcc.org/ejifcc/ejifcc/vol15no4/150412200404.htm 

The availability of a new International Standard, ISO 15189:2003, specifically developed and designed to satisfy the requirements for quality management and competence in medical laboratories, should promote the harmonization of accreditation programs at an international level, and implementation of an effective quality system at a local level. The importance of the pre- and post-analytical phases are well recognized in the new International Standard and, therefore, efforts to comply with this standard might assure an approach that safeguards and continuously improves total quality in medical laboratories.

22.  Bonini P, Plebani M.,  Ceriotti F,  Rubboli F: Errors in Laboratory Medicine. Clin Chem 2002; 48: 691-698 http://www.clinchem.org/cgi/reprint/48/5/691T
This minireview  focus on this issue in the fields of laboratory medicine and blood transfusion. The large heterogeneity of literature on laboratory errors together with the prevalence of evidence that most errors occur in the preanalytical phase suggest the implementation of a more rigorous methodology for error detection and classification and the adoption of proper technologies for error reduction. Clinical audits should be used as a tool to detect errors caused by organizational problems outside the laboratory. 
23.  Howanitz J.P: Errors in Laboratory Medicine. Archives of Pathology and Laboratory Medicine. 2005; 129:1252–1261. http://arpa.allenpress.com/pdfserv/10.1043%2F1543-2165(2005)129%5B1252:EILMPL%5D2.0.CO%3B2
Patient safety is influenced by the frequency  and seriousness of errors that occur in the health care system. The College of American Pathologists (CAP) has collected and summarized data for participants about critical performance measures, including the significance of errors, the magnitude of error rates, tactics for error reduction, and willingness to implement each of these performance measures. All laboratories should consider implementing these performance measures and standardizing their own scientific designs, data analysis, and error reduction strategies according to findings from these published studies.
ASEGURAMIENTO DE CALIDAD


24.  Quality Assurance Training Programme for Primary Healthcare Laboratory Services  Gabriele Mallapaty, 2000, The Public Health Care Laboratory 
 http://www.phclab.com/images/QA%20Training%20Programme.pdf
The manual has been designed as teaching aid for trainers conducting the quality assurance training programme. It includes material on all topics of the programme. Each page can either be used as transparency to support lectures or as a reference to prepare more detailed teaching material for class work and practical sessions.

EQAS
25.  Guidelines for the Requirements for the Competence of EQAP organizers in medical laboratories- IFCC/EMD/C-AQ http://www.ifcc.org/index.php?option=com_remository&Itemid=120&func=fileinfo&id=20
This document is directed to EQAP organizers who wish, on a voluntary basis, to demonstrate their competence, for the purposes of accreditation or other recognition, by formal compliance with a set of internationally-acceptable requirements for the planning and implementation of External Quality Assurance Programmes or to improve the quality of the service provided by installing a quality system based on the requirements in this document.
26.  Fundamentals for EQA . IFCC . 2006 http://www.ifcc.org/index.php?option=com_remository&Itemid=120&func=fileinfo&id=21
This document is written to assist colleagues in establishing and managing external quality assessment (EQA) schemes at an early stage. Special attention has been paid to the resources needed so that the document can be used in developing countries. We have also included basic educational material to enable scheme organizers to help participants interpret their results, and to assist participants to use EQA data to support and supplement internal quality control (IQC). 

CONTROL DE CALIDAD

27.  Fuentes-Arderiu X, Miró-Balagué J, Hyltoft Petersen P, G. Fraser CG:  State of the Art Instead of Biological Variation to Set Requirements for Imprecision . Clin Chem 2000;46: 1715-1717. http://www.clinchem.org/cgi/reprint/46/10/1715
Various models have been proposed to set requirements for imprecision in clinical laboratory sciences. The idea of establishing a hierarchy for these models based on their objectivity has been proposed recently. The use of state of the art as a given fractile of imprecision has the strategic advantage for regulation purposes that we can know directly in advance the approximate fraction of laboratories in a given region that will achieve the requirements. The only weakness of this proposal is that it depends on publication of the fractiles of imprecision by the organizers of external quality assessment programs (generalization of this activity should be encouraged).

28.  Westgard J. Quality Control How Labs Can Apply Six Sigma Principles To Quality Control Planning. Clinical Laboratory News. Jan 2006; 33:10-12

http://www.aacc.org/AACC/publications/cln/monthlySeries.htm
Six Sigma has received much attention in the clinical laboratory community over the past several years, primarily as a quality metric (1,2). From its name, most laboratories assume—rightly so— that Six Sigma has something to do with six standard deviations. But Six Sigma is far more than a quality metric; it is a strategy for decision-making, process improvement, and problem resolution. Clearly, one of the keys in using Six Sigma to improve quality is to first know what the customer requirements are. Without a clear definition of these, the traditional way that labs assess quality by method evaluation studies is nothing more than data collection.
29.    Westgard J: Internal Quality control: Planning and implementation strategies. Ann Clin Biochem. 2003; 40: 593–611 http://isacco.ingentaselect.com/vl=975790/cl=55/nw=1/rpsv/cw/rsm/00045632/v40n6/s2/p593
The first essential in setting up internal quality control (IQC) of a test procedure in the clinical laboratory is to select the proper IQC procedure to implement, i.e. choosing the statistical criteria or control rules, and the number of control measurements, according to the quality required for the test and the observed performance of the method. Then the right IQC procedure must be properly implemented. This review focuses on strategies for planning and implementing IQC procedures in order to improve the quality of the IQC. 
INCERTIDUMBRE

30.  Kallner A: Uncertainty in Measurement, Introduction and Examples, , eJIFCC vol 13 no1: http://www.ifcc.org/ejifcc/vol13no1/1301200103.htm
The concept of uncertainty will offer a simple and tangible alternative to total error and will also give us a possibility to avoid the use of "error" to describe the variation inherent in measurements.  Formal accreditation of laboratories and measurement procedures or methods according to the ISO standards 15189 and 17025  requires that the uncertainty in measurements is estimated. 

31.  Fuentes-Arderiu X: Uncertainty of measurement in Clinical Microbiology, eJIFCC vol 13 no 4: http://www.ifcc.org/ejifcc/vol13no4/130401006.htm
An important part of the activity in a clinical microbiology laboratory is the measurement of quantities related to concentrations of microorganisms, antibodies nucleic acids, etc. When measuring a microbiologic quantity random and systematic errors can act together on the result producing an error of measurement and generating a doubt  —uncertainty— about the true value of the measured quantities. It is important to clarify the concept and show the practical way to bring estimate the uncertainty of patients' results. 

32.  Uncertainty of measurement and heteroscedasticity , eJIFCC vol 14 no 1:
http://www.ifcc.org/ejifcc/vol14no1/140103200309n.htm
The international scientific and standardization bodies recommend that the uncertainty of patients' results obtained in clinical laboratories should be known. Day-to-day imprecision is generally responsible for an important part of uncertainty. With regard to day-to-day imprecision, the phenomenon called heteroscedasticity should be taken into account: day-to-day metrological variance depends on the value of the measurand (the opposite phenomenon is called homoscedasticity). 
33.    Fuentes-Arderiu X:  Influence Quantities and Uncertainty of Measurement. Clin Chem 2001;47:1327-1328. http://www.clinchem.org/cgi/content/full/47/7/1327
According to the International Organization for Standardization (ISO), an "influence quantity" is a "quantity that is not the measurand but that affects the result of the measurement" [the measurand being the particular quantity subject to measurement] . The effect of an influence quantity on the measurement process is an interference that generates a systematic error. In clinical chemistry, depending on the molecular entity responsible for an interference, influence quantities may be classified as endogenous or exogenous

34.  . Patriarca M-, Castelli M., Corsetti F , Menditto A. Estimate of Uncertainty of Measurement from a Single-Laboratory Validation Study: Application to the Determination of Lead in Blood Clinical Chemistry. 2004;50:1396-1405 http://www.clinchem.org/cgi/content/full/50/8/1396
This study provides a working example of the estimate of uncertainty from method performance data according to the EURACHEM/CITAC guidelines. The estimated uncertainty is compatible with quality specifications for the analysis of lead in blood adopted in the US and the European Union. 
35.   Xavier Fuentes-Arderiu.  Uncertainty of Measurement in Clinical Laboratory Sciences Clinical Chemistry. 2000;46:1437-1438

 http://www.clinchem.org/cgi/content/full/46/9/1437
Random and systematic errors can act together to produce an error of measurement (total error) and generate a doubt (uncertainty) about the true value of the measured quantity.  Uncertainty of measurement has become an important issue in general metrology, and by extension, its importance is increasing in clinical laboratory sciences. It is thus important to clarify the concept and to identify the practical difficulties in the use of uncertainty of patients’ results. 
36.  Barbara Francis,et al  Calculating Uncertainty of Measurement for SerologyAssays by Use of Precision and Bias, Clinical Chemistry 2006; 52: 526-529. http://www.clinchem.org/cgi/content/full/52/3/526
In many countries, regulatory authorities that use International Organization for Standardization Standards to assess laboratory competence require an estimate of the uncertainty of measurement (MU) of assay test results.  A quality-control (QC) sample with low reactivity was tested by laboratories participating in a national QC program. Using a statistical approach that accounts for imprecision and bias of test results, we estimated the MU of the laboratories.  Using peer-group run control data, MU of serologic testing can be estimated by taking into account both imprecision and bias.
37.   Jan S. Krouwer. Point: Critique of the Guide to the Expression of Uncertainty in Measurement Method of Estimating and Reporting Uncertainty in Diagnostic Assays .Clinical Chemistry 2003; 49:11 1818–1821 http://www.clinchem.org/cgi/content/full/49/11/1818
The Guide to the Expression of Uncertainty in Measurement (GUM) provides instructions for constructing uncertainty intervals for a measurement. This is an analysis to evaluate whether applying GUM to commercial diagnostic assays is warranted.). The modeling used by practitioners of the GUM method is potentially useful in improving quality, but commercial diagnostic assays are not ready for GUM uncertainty statements.
38.  Jesper Kristiansen Counterpoint : The Guide to Expression of Uncertainty in Measurement Approach for Estimating Uncertainty: An Appraisal Clinical Chemistry. 2003; 49:1822-1829

 http://www.clinchem.org/cgi/content/full/49/11/1822
The aim of the Guide to Expression of Uncertainty in Measurement (GUM) is to harmonize the different practices for estimating and reporting uncertainty of measurement. Although there are clear advantages in having a common approach for evaluating uncertainty, application of the GUM approach to chemistry measurements is not straightforward.. The GUM uncertainty should be applied to measurements in laboratory medicine because it may actually support the forces that drive the work on improving the quality of measurement procedures.
39.   G.H. White, I. Farrance. Uncertainty of Measurement in Quantitative Medical Testing - A Laboratory Implementation Guide - Clin Biochem Rev Vol 25 Suppl (ii) November 2004 I S1 www.aacb.asn.au
In this document the AACB Uncertainty of Measurement Working Group has attempted to provide a practical framework for estimating and reporting the uncertainty of measurement of routine quantitative medical testing procedures which recognizes both the special nature of biological measurement and the uncertainty of measurement principles of ISO/IEC 17025 and GUM. With ISO 15189 (Medical Laboratories – Particular requirements for quality and competence) replacing ISO/IEC 17025 in July 2005, it is timely for Australian pathology laboratories to commence providing  working estimates of uncertainty of measurement for their quantitative test procedures.

40.   White GH: Uncertainty of Measurement is Exactly That Clin Biochem Rev 2005; 26 : 159-160 http://www.pubmedcentral.nih.gov/articlerender.fcgi?artid=1320179
An unstated aim of the AACB Guide to Uncertainty of Measurement (UM) is stimulation of broader consideration of uncertainty in medical testing and its potential for improving the quality of laboratory results and their clinical interpretation. It appears timely to clarify some basic aspects.  From the uncertainty information gathered, it is an important  laboratory role to identify, combine appropriately and make readily available that which is of clinical value in applying test results to patient management

41.   Badrick T, Hawkins R, Wilson S, Hickman P: Uncertainty of Measurement: What it is and What it Should Be . Clin Biochem Rev. 2005; November; 26(4): 155–158. 

http://www.pubmedcentral.nih.gov/picrender.fcgi?artid=1320178&blobtype=pdf
In November 2004, “Uncertainty of Measurement in Quantitative Medical Testing: A Laboratory Implementation Guide” was published in the Clinical Biochemist Reviews.  In the Preface, comments were invited, and that is the purpose of this paper. Whilst most of the material in the document is logical and useful, there are elements to it that should be more widely discussed before it is adopted as an application document.

TRAZABILIDAD

42.  Reference Systems in Clinical Enzymology, Siekmann L, eJIFCC vol 13 no 3: 

http://www.ifcc.org/ejifcc/vol13no3/130301002.htm
At the IFCC General Conference in Sevilla, Spain (March 1998) it was decided to establish a global reference system for the measurements of catalytic concentrations of enzymes which follows the concept of measurement traceability that has been established in general metrology and which is now also introduced to the field of clinical chemical analyses. Traceability probably provides the most important strategy to achieve standardization in laboratory medicine. 
43.   William F. Koch Workshop on measurement traceability for clinical laboratory testing and in vitro diagnostic test systems: A Report on the Workshop. NIST
http://www.cstl.nist.gov/nist839/ivd/wfkivd.pdf
In November of the year 2000, Representatives of government, the IVD industry, and the medical professions from 15 nations representing four continents gathered at the National Institute of Standards and Technology to participate in the “Workshop on Measurement Traceability for Clinical Laboratory Testing and in vitro Diagnostic Test Systems” in Washington DC. Their goal: to develop recommendations regarding the needs for measurement traceability for health status markers.  

44.  Proceedings of the Workshop on Measurement Traceability for Clinical Laboratory Testing and

In Vitro Diagnostic Test Systems. May 2001. NIST
http://findarticles.com/p/articles/mi_m0IKZ/is_4_106/ai_80128167
www.cstl.nist.gov
A workshop on Measurement and Traceability for Clinical Laboratory Testing and InVitro Diagnostic Test Systems took place at the National Institute of Standards and Technology (NIST) on November 2 and 3, 2000. One of the driving forces for this workshop was the proposed ISO standard for Calibration traceability of In Vitro Diagnostic Medical Devices, in response to the European Union Directive. 
45.   Marc Salit:  Implementing Metrological Traceability in Laboratory Medicine: NCCLS role. NCCLS Leadership conference 2004. http://www.cstl.nist.gov/JCTLM%20Activities/nccls/NCCLS.salit.pdf
Marc Salit´s Presentation describing  a report about metrological traceability in Laboratory Medicine

46.    Willie. E. May .Higher order Reference Methods and Reference Material for clinical Diagnostics. NIST www.cstl.nist.gov/JCTLM%20Activities/AACC%20Meeting%20Presentations/Talk.wem.ppt

NIST´s  presentation about reference methods and reference materials  for clinical diagnoses

SITIOS WEB
IFCC. International Federation of Clinical Chemistry. www.ifcc.org
FDA. Food and Drug Administration. www.fda.org
NIST.  National Institute of Standards and Technology (NIST) www.cstl.nist.gov
AACC. American Association of Clinical Chemistry. www.aacc.org
Clinical Chemistry. www.clinchem.org
Clinical Laboratory News. http://www.aacc.org/AACC/publications/cln
WESTGARD . www.westgard.com (Abundante información sobre control de calidad y validación de métodos)

PAHO: Panamerican  Health Organisation www.paho.org
WHO: World Health Organisation. www.who.org
CLSI: Clinical Laboratory Standards Institute . www.clsi.org  ( nota: este sitio contiene guías de trabajo para el laboratorio clínico de gran utilidad que deben ser adquiridas por medio de un pago)

CAP: College of American Pathologists. www.cap.org (Contiene listas de verificación para las distintas áreas del laboratorio clínico)
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