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The references presented here may be used as a resource to assist applicants and 
assessors in preparation for accreditation.  They are the most up-to-date version that is 
known to CPA at the time of posting. 
 
CPA does not accept responsibility for any omissions or changes made to documents by 
other bodies.  
 
The material included within this list comes from a wide variety of sources, some of which 
are mandatory and others advisory. 
 
Scope 
 
The references given below are grouped to correspond to the most appropriate sections of 
the standards.  However, a reference may sometimes be applicable to more than one 
section of the standards.  Where possible an ISBN number is given or a weblink provided. 

      
1. General 
2. Organisation and the Quality Management System A  
3. Personnel       B 
4. Premises and Environment    C 
5. Equipment, Information systems and Reagents  D 
6. Pre Examination Processes    E 
7. Examination Processes     F 
8. Post Examination Processes    G 
9. Evaluation and Quality Assurance   H 

 
1.   General 
 
• ISO 15189:2007 Medical laboratories - Particular requirements for quality and 

competence. 

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

• Clinical Pathology Accreditation (UK) Ltd, Standards for the Medical Laboratory 2007.  
Version 2.00.  Downloadable PDF file 

• Clinical Pathology Accreditation: Standards for the Medical Laboratory.  Burnett, D., Blair, 
C., Haeney, M.R., Jeffcoate, S.L., Scott, K.W.M., Williams, D.L.  In: Journal of Clinical 
Pathology 55.10, pp.729-33, (2002). 

• Department of Health, Social Services and Public Safety (Northern Ireland) - Health 
Estates Agency, Stoney Road, Dundonald, Belfast, BT16 1US.  Website 

• Essential criteria for quality systems of medical laboratories.  Jansen, R.T., Blaton, V., 
Burnett, D., Huisman, W., Queraltó, J.M., Zérah, S., Allman, B.  In: European Journal of 
Clinical Chemistry and Clinical Biochemistry 35(2), pp.121-2, (1997). 

• Additional essential criteria for quality systems of medical laboratories.  Jansen, R.T., 
Blaton, V., Burnett, D., Huisman, W., Queraltó, J.M., Zérah, S., Allman, B.  In: Clinical 
Chemistry and Laboratory Medicine 36(4), pp.249-52, (1998). 

 

http://www.cpa-uk.co.uk/files/pdlabst.pdf
http://www.dhsspsni.gov.uk/index/hea.htm
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• Medicines and Healthcare products Regulatory Agency - Medical Devices Agency, 
Hannibal House, Elephant and Castle, London, SE1 6TQ.  Website 

• Modernising Pathology Services.  Department of Health, (2004).  Downloadable PDF file 

• NHS Wales, Health of Wales Information Service.  Website 

• A Practical Guide to Accreditation in Laboratory Medicine.  Burnett, D.  London: ACB 
Venture Publications, (2002).  ISBN 0902429396. 

• Requirements for Pathology Laboratories.  4th ed.  National Pathology Accreditation 
Advisory Council, Canberra, Australia, (2007).  Online ISBN 1741861632.  Downloadable 
PDF file 

• Royal College of Pathologists' United Kingdom pilot study of laboratory accreditation.  
The Audit Steering Committee.  In: Journal of Clinical Pathology 43(2), pp.89-91, (1990).  
Downloadable PDF file 

• Royal College of Pathologists' accreditation pilot study: a year later.  The Audit Steering 
Committee.  In: Journal of Clinical Pathology 44(2), pp.172-3, (1991).  Downloadable 
PDF file 

• The Scottish Government Office, St Andrew’s House, Regent Road, Edinburgh, EH1 
3DG.  Website 

 
2. Organisation and quality management system 
 
• ISO 9000:2005 Quality management systems - Fundamentals and vocabulary. 

• ISO 9001:2000 Quality management systems - Requirements. 

• ISO 9004:2000 Quality management systems - Guidelines for performance 
improvements. 

• ISO 15189:2007 Medical laboratories - Particular requirements for quality and 
competence.   

• ISO 22870:2006 Point-of-care testing (POCT) – Requirements for quality and 
competence. 

• Accreditation and point-of care testing.  Burnett, D.  In: Annals of Clinical Biochemistry 
37, pp.241-243, (2000). 

• Accreditation for Microbiological Laboratories (EA-4/10).  Version 2.  European Co-
operation for Accreditation, (2002).  Downloadable PDF file 

• Additional essential criteria for quality systems of medical laboratories.  Jansen, R.T., 
Blaton, V., Burnett, D., Huisman, W., Queraltó, J.M., Zérah, S., Allman, B.  In: Clinical 
Chemistry and Laboratory Medicine 36(4), pp.249-52, (1998). 

• Choices: Recommendations for the Provision and Management of Antenatal Screening 
in Wales.  Final Report.  National Assembly for Wales / Velindre NHS Trust, (2002).  
Downloadable PDF file 

• (Genetics White Paper).  Our Inheritance, Our Future: Realising the potential of genetics 
in the NHS.   Department of Health, (2003).  ISBN 0101579128.  Downloadable PDF file 

• Getting Ahead of the Curve: A strategy for combating infectious diseases (including other 
aspects of health protection).  Department of Health, (2003).  Downloadable PDF file 

http://www.mhra.gov.uk/
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4073106?IdcService=GET_FILE&dID=18495&Rendition=Web
http://www.wales.nhs.uk/
http://www.health.gov.au/internet/main/publishing.nsf/Content/D34B4BC09A2A254FCA25728400126ED2/$File/dhapathlabs.pdf
http://www.health.gov.au/internet/main/publishing.nsf/Content/D34B4BC09A2A254FCA25728400126ED2/$File/dhapathlabs.pdf
http://ukpmc.ac.uk/picrender.cgi?artid=453687&blobtype=pdf
http://ukpmc.ac.uk/picrender.cgi?artid=14157&blobtype=pdf
http://ukpmc.ac.uk/picrender.cgi?artid=14157&blobtype=pdf
http://www.scotland.gov.uk/
http://www.european-accreditation.org/n1/doc/EA-4-10.PDF
http://www.screeningservices.org.uk/asw/professional/reports/choices.pdf
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4006538?IdcService=GET_FILE&dID=7531&Rendition=Web
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/Browsable/DH_4095398?IdcService=GET_FILE&dID=16483&Rendition=Web
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• Guidance on the Role of the Clinical Laboratory Quality Manager.  Institute of Biomedical 
Science, (2008).  Downloadable PDF file 

• Guidance on the use of clinical samples retained in the pathology laboratory.  Version 2.  
The Royal College of Pathologists, (2007).  Downloadable PDF file 

• Guidelines for Quality Systems in Medical Laboratories.  National Pathology 
Accreditation Advisory Council, Canberra, Australia, (2001).  ISBN 0642735786.  
Downloadable PDF file 

• NHS Sickle Cell & Thalassaemia Screening Programme.  Website 

• Records Management: NHS Code of Practice (parts 1 & 2).  2nd ed.  Department of 
Health, (2006).  Downloadable PDF file (part 1)  Downloadable PDF file (part 2) 

• The Retention and Storage of Pathological Records and Archives.  4th ed.  The Royal 
College of Pathologists, (2009).  Downloadable PDF file 

• Retention of Laboratory Records and Diagnostic Material.  3rd ed.  National Pathology 
Accreditation Advisory Council, Canberra, Australia, (2002).  Downloadable PDF file 

• Usefulness of EC4 essential criteria for quality systems of medical laboratories as 
guideline to the ISO 15189 and ISO 17025 documents.  Jansen, R.T., Kenny, D., Blaton, 
V., Burnett, D., Huisman, W., Plebani, M., Queraltó J.M., Zérah, S., van Lieshout, J.  In: 
Clinical Chemistry and Laboratory Medicine 38(10), pp.1057-64, (2000). 

 
3. Personnel 
 
• A to Z of Work: Handbook.  ACAS, (2008).  Downloadable PDF file 

• Code of practice for histocompatibility and immunogenetics (H&I) services.  Version 1.  
The Royal College of Pathologists, (2005).  Downloadable PDF file 

• Code of Practice 1: Disciplinary and Grievance Procedures.  3rd ed.  ACAS, (2003).  
Downloadable PDF file 

• Concerns about performance in pathology: Guidance for healthcare organisations and 
pathologists.  The Royal College of Pathologists, (2006).  Downloadable PDF file 

• Good medical practice in pathology.  The Royal College of Pathologists, (2002).  
Downloadable PDF file 

• Good Professional Practice for Biomedical Scientists.  2nd ed.  Institute of Biomedical 
Science, (2005).  Downloadable PDF file 

• IBMS Professional Guidance: Managing staffing and workload in UK clinical diagnostic 
laboratories.  Institute of Biomedical Science, (2008).  Downloadable PDF file 

• Making the Change: A Strategy for the Professions in Healthcare Science.  Department 
of Health, (2001).  Downloadable PDF file 

• The NHS Knowledge and Skills Framework (NHS KSF) and the Development Review 
Process.  Department of Health, (2004).  Downloadable PDF file 

• Professional Education and Training for Biomedical Scientists; Appendix 4: Guidelines 
for Training for New Skills and Working Practices.  Institute of Biomedical Science, 
(2004).  Downloadable PDF file 

• Standards of proficiency: Biomedical scientists.  Health Professions Council, (2007).  
Downloadable PDF file 

http://www.ibms.org/pdf/quality_managers.pdf
http://www.rcpath.org/resources/pdf/G035GuidanceUseofClinicalSamplesSept07.pdf
http://www.health.gov.au/internet/main/Publishing.nsf/Content/AE9FB0FD9175DE7ACA256F18004698FF/$File/npaacquality.pdf
http://www.kcl-phs.org.uk/haemscreening/
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4131747?IdcService=GET_FILE&dID=9074&Rendition=Web
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4131747?IdcService=GET_FILE&dID=181859&Rendition=Web
http://www.rcpath.org/resources/pdf/g031retentionstorageaugust09.pdf
http://www.health.gov.au/internet/main/Publishing.nsf/Content/3FF0E46266C263FACA256F18004699EA/$File/retentionlab.pdf
http://www.acas.org.uk/CHttpHandler.ashx?id=351&p=0
http://www.rcpath.org/resources/pdf/G029-HICodeOfPractice-May05.pdf
http://www.acas.org.uk/media/pdf/9/5/CP01_1.pdf
http://www.rcpath.org/resources%5Cpdf%5CConcernsRePerformanceInPathologyFeb06.pdf
http://www.rcpath.org/resources/pdf/good_medical_practice_for_web.pdf
http://www.ibms.org/pdf/good_professional_practice.pdf
http://www.ibms.org/pdf/managing_staffing_and_workload.pdf
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4010607?IdcService=GET_FILE&dID=24796&Rendition=Web
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4090843?IdcService=GET_FILE&dID=18018&Rendition=Web
http://www.ibms.org/pdf/professional_education_training.pdf
http://www.hpc-uk.org/assets/documents/100004FDStandards_of_Proficiency_Biomedical_Scientists.pdf


 
Clinical Pathology 

Accreditation (UK) Ltd 
References for Use With CPA 

Standards – April 2010 
 

Document Name: References_for_Use_With_CPA_Standards-April_2010.doc Page:  4 of 9 
Author: Executive Manager Date:  20 April 2010 
Approved: Quality Manager Version: 6 

 
“Valid for Day of Print Only - 21/04/2010” 

 
4. Premises and environment 
 
• ISO 15190:2003) Medical laboratories - Requirements for safety. 

• The Approved List of biological agents.  Advisory Committee on Dangerous Pathogens, 
(2004).  Downloadable PDF file 

• Biological agents: Managing the risks in laboratories and healthcare premises.  Advisory 
Committee on Dangerous Pathogens, (2005).  Downloadable PDF file 

• Changes to Infectious Substances Transport Procedures in 2005.  Version 10.  
Department of Health, (2005).  Downloadable PDF file 

• Clinical Laboratory Safety; Approved Guideline.  2nd ed.  CLSI document GP17-A2.  
CLSI, Wayne, Pennsylvania, (2004).  ISBN 1562385305.  Downloadable PDF file 

• Clinical Laboratory Waste Management; Approved Guideline.  2nd ed.  CLSI document 
GP5-A2.  CLSI, Wayne, Pennsylvania, (2002).  ISBN 1562384570.  Downloadable PDF 
file 

• Control of Hospital Infection: A Practical Handbook.  4th ed.  Ayliffe, G.A.J., Fraise, A.P., 
Geddes, A.M., Mitchell, K.  4th ed.  Hodder Arnold, (2000).  ISBN 0340759119. 

• COSHH in Laboratories.  Version 4.  The Royal Society of Chemistry, (2008).  
Downloadable PDF file 

• Facilities for mortuary and post mortem room services; HBN 20.  NHS Estates, 
Department of Health, (2005).  ISBN 0113227159. 

• Guidance on the Microbiological Safety of Human Organs, Tissues and Cells used in 
Transplantation.  Advisory Committee on the Microbiological Safety of Blood and Tissues 
for Transportation, Department of Health, (2000).  Downloadable PDF file 

• The Health and Social Care Act 2008: Code of Practice for the NHS on the prevention 
and control of healthcare associated infections and related guidance.  Department of 
Health, (2009).  Downloadable PDF file 

• Health Technical Memorandum 05-03: Operational provisions Part G: Laboratories on 
healthcare premises.  Department of Health, (2006).  ISBN 0113227531. 

• Health Technical Memorandum 07-01: Safe Management of Healthcare Waste.  Division 
of the Department of Health London: Her Majesty’s Stationery Office (2006) ISBN 0-11-
322766-3 Downloadable PDF file 

• Implementing a Needlestick and Sharps Injury Prevention Program in the Clinical 
Laboratory.  CLSI document X03-R.  1st ed.  Edelmayer, M.C.  CLSI, Wayne, 
Pennsylvania, (2002).  ISBN 1562384600. 

• Infection at work: Controlling the risks.  A guide for employers and the self employed on 
identifying, assessing and controlling the risks of infection in the workplace.  Advisory 
Committee on Dangerous Pathogens, (2003).  Downloadable PDF file 

• The Carriage of Dangerous Goods and Use of Transportable Pressure Equipment 
Regulations (2004).  Information on HSE website 

• The management, design and operation of microbiological containment laboratories.  
Advisory Committee on Dangerous Pathogens.  Sudbury: HSE Books, (2001).  ISBN 
0717620344. 

http://www.hse.gov.uk/pubns/misc208.pdf
http://www.hse.gov.uk/biosafety/biologagents.pdf
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsLegislation/DH_4114809?IdcService=GET_FILE&dID=27172&Rendition=Web
http://www.clsi.org/source/orders/free/gp17-a2.pdf
http://www.clsi.org/source/orders/free/gp5-a2.pdf
http://www.clsi.org/source/orders/free/gp5-a2.pdf
http://www.rsc.org/images/COSHH08_tcm18-35257.pdf
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4005526?IdcService=GET_FILE&dID=9391&Rendition=Web
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_093762?IdcService=GET_FILE&dID=182901&Rendition=Web
http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/documents/digitalasset/dh_073328.pdf
http://www.hse.gov.uk/pubns/infection.pdf
http://www.hse.gov.uk/cdg/newregs.htm
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• Manual handling in the health services.  2nd ed.  Health Services Advisory Committee.  
Sudbury: HSE Books, (1998).  ISBN 0717612481. 

• Manual handling.  Manual Handling Operations Regulations 1992 (as amended).  3rd ed.  
Health and Safety Executive.  Sudbury: HSE Books, (2004).  ISBN 071762823X. 

• Protection against blood-borne infections in the workplace: HIV and hepatitis.  Advisory 
Committee on Dangerous Pathogens.  London: Her Majesty’s Stationery Office, (1996).  
ISBN 0113219539. 

• Protection of Laboratory Workers From Occupationally Acquired Infections; Approved 
Guideline.  3rd ed.  CLSI document M29-A3.  CLSI, Wayne, Pennsylvania, (2005).  ISBN 
1562385674. 

• Safe working and the prevention of infection in clinical laboratories and similar facilities.  
2nd ed.  Health Services Advisory Committee.  Sudbury: HSE Books, (2003).  ISBN 
0717625133. 

• Safe working and the prevention of infection in the mortuary and post-mortem room.  2nd 
ed.  Health Services Advisory Committee.  Sudbury: HSE Books, (2003).  ISBN 
0717622932. 

• A short guide to the Personal Protective Equipment at Work Regulations 1992.  Health 
and Safety Executive, (2005).  Downloadable PDF file 

• Statutory Instrument 1997 No. 1840: The Fire Precautions (Workplace) Regulations 
1997.  London: Her Majesty’s Stationery Office, (1997).  ISBN 0110647386.  Printable 
webpage 

• Statutory Instrument 1999 No. 3232: The Ionising Radiations Regulations 1999.  London: 
Her Majesty’s Stationery Office, (1999).  ISBN 0110856147.  Printable webpage 

• Tuberculosis prevention and treatment: a toolkit for planning, commissioning and 
delivering high-quality services in England.  Department of Health, (2007).  
Downloadable PDF file 

• Working with VDUs.  Health and Safety Executive, (2006).  Downloadable PDF file 

• Workplace health, safety and welfare: A short guide for managers.  Health and Safety 
Executive, (2007).  Downloadable PDF file 

 
5. Equipment, information systems and reagents 
 
• ISO 15189:2007 Medical laboratories - Particular requirements for quality and 

competence: Annex B (informative): Recommendations for protection of laboratory 
information systems (LIS). 

• Consumer Protection Act 1987 (c. 43).  London: Her Majesty’s Stationery Office, (1987).  
Printable webpages 

• Data Protection Act 1998 (c. 29).  London: Her Majesty’s Stationery Office, (1998).  
Printable webpages 

• Directive 98/79/EC of the European Parliament and of the Council of 27th October 1998 
on in vitro diagnostic medical devices.  Official Journal of the European Communities 
L331/1.  (1998).  Downloadable PDF file 

http://www.hse.gov.uk/pubns/indg174.pdf
http://www.opsi.gov.uk/si/si1997/19971840.htm
http://www.opsi.gov.uk/si/si1997/19971840.htm
http://www.opsi.gov.uk/si/si1999/19993232.htm
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndguidance/dh_075621?IdcService=GET_FILE&dID=142069&Rendition=Web
http://www.hse.gov.uk/pubns/indg36.pdf
http://www.hse.gov.uk/pubns/indg244.pdf
http://www.opsi.gov.uk/RevisedStatutes/Acts/ukpga/1987/cukpga_19870043_en_1
http://www.opsi.gov.uk/acts/acts1998/ukpga_19980029_en_1
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:1998:331:0001:0037:EN:PDF
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• Electrically operated blood storage refrigerators.  Specification for cabinets for the 
storage of frozen plasma.  British Standard BS 4376-2:1996.  British Standards 
Institution, (1996).  ISBN 0580258386. 

• Electrically operated blood storage refrigerators.  Specification for closed reach-in types.  
British Standard BS 4376-1:1991.  British Standards Institution, (1991).  ISBN 
0580193136. 

• Freedom of Information Act 2000 (c. 36).  London: Her Majesty’s Stationery Office, 
(2000).  Printable webpages 

• Healthcare informatics.  Structure for nomenclature, classification and coding of 
properties in clinical laboratory science.  ENV 1614:1995.  European Committee for 
Standardization, (1995).  ISBN 0580248887. 

• Management and Use of IVD Point of Care Test Devices.  Device Bulletin 2002(03).  
Medical Devices Agency, (2002).  Downloadable PDF file 

• Management of In Vitro Diagnostic Medical Devices.  Device Bulletin 2002(02).  Medical 
Devices Agency, (2002).  Downloadable PDF file 

• Managing Medical Devices: Guidance for healthcare and social services organisations.  
Device Bulletin DB 2006(05).  Medical Devices Agency, (2006).  Downloadable PDF file 

• Medical informatics.  Expression of results of measurements in health sciences.  ENV 
12435:1999.  European Committee for Standardization, (1999).  ISBN 058048842X. 

• Reporting Medical Device Adverse Incidents and Disseminating Medical Device Alerts.  
Medicines and Healthcare products Regulatory Agency, (2006).  Downloadable PDF file 

• Safety requirements for electrical equipment for measurement, control and laboratory 
use.  General requirements.  British Standard BS EN 61010-1:2001.  British Standards 
Institution, (2001).  ISBN 1556179006. 

• Statutory Instrument 2000 No. 1315: The In Vitro Diagnostic Medical Devices 
Regulations 2000.  London: Her Majesty’s Stationery Office, (2000).  ISBN 0110992601.  
Printable webpage 

• Statutory Instrument 2002 No. 618: The Medical Devices Regulations 2002.  London: 
Her Majesty’s Stationery Office, (2002).  ISBN 0110423178.  Printable webpage 

• Use and Disclosure of Health Data: Guidance on the Application of the Data Protection 
Act 1998.  Information Commissioner, (2002).  Downloadable PDF file 

 
6. Pre-examination processes 
 
• Accreditation and point-of care testing.  Burnett, D.  In: Annals of Clinical Biochemistry 

37, pp.241-243, (2000). 

• Clinical Laboratory Technical Procedure Manuals; Approved Guideline.  CLSI document 
GP02-A5.  5th ed.  Berte, L.M.  CLSI, Wayne, Pennsylvania, (2006).  ISBN 156238600X. 

• Collection, Transport, and Processing of Blood Specimens for Testing Plasma-Based 
Coagulation Assays and Molecular Haemostasis Assays; Approved Guideline.  5th ed.  
CLSI document H21-A5.  CLSI, Wayne, Pennsylvania, (2008).  ISBN 1562386573.  
Downloadable PDF file 

• Delivering For Health; Guidance on Implementation.  HDL(2006) 12.  Scottish Executive 
Health Department, (2006).  Downloadable PDF file   

http://www.opsi.gov.uk/Acts/acts2000/ukpga_20000036_en_1
http://www.dhsspsni.gov.uk/hea-db(ni)2002-03.pdf
http://www.dhsspsni.gov.uk/hea-db(ni)2002-02.pdf
http://www.mhra.gov.uk/home/idcplg?IdcService=GET_FILE&dDocName=CON2025143&RevisionSelectionMethod=LatestReleased
http://www.mhra.gov.uk/home/idcplg?IdcService=GET_FILE&dDocName=CON2022951&RevisionSelectionMethod=LatestReleased
http://www.opsi.gov.uk/si/si2000/20001315.htm
http://www.opsi.gov.uk/si/si2002/20020618.htm
http://www.ico.gov.uk/upload/documents/library/data_protection/practical_application/health_data_-_use_and_disclosure001.pdf
http://www.clsi.org/source/orders/free/H21-a5.pdf
http://www.sehd.scot.nhs.uk/mels/HDL2006_12.PDF
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• Directive 2002/98/EC of the European Parliament and of the Council of 27 January 2003 
setting standards of quality and safety for the collection, testing, processing, storage and 
distribution of human blood and blood components and amending Directive 2001/83/EC.  
Official Journal of the European Union L 33/30.  Downloadable PDF file 

• Directive 2004/23/EC of the European Parliament and of the Council of 31 March 2004 
on setting standards of quality and safety for the donation, procurement, testing, 
processing, preservation, storage and distribution of human tissues and cells.  Official 
Journal of the European Union L102/48.  (2004).  Downloadable PDF file 

• Families and Post Mortems: A Code of Practice Setting Standards in Communications 
With Families About Post Mortem Examination, Model Consent Forms and Information 
Leaflets, and an Interim Statement on the Use of Human Organs and Tissue.  
Department of Health, (2003).  Downloadable PDF file 

• Human Tissue Act 2004 (c. 30).  London: Her Majesty’s Stationery Office, (2004).  
Printable webpages 

• Minimum resolution for reporting donor and patient HLA types.  NHS Blood and 
Transplant, (2006).  Downloadable PDF file 

• Patient Sample and Request Form Identification Criteria.  Institute of Biomedical Science, 
(2003).  Downloadable PDF file 

• Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture; Approved 
Standard.  6th ed.  CLSI document H3-A6.  CLSI, Wayne, Pennsylvania, (2007).  ISBN 
1562386506.  Downloadable PDF file 

• Recommended Code of Practice for Laboratories Participating in the UK Cervical 
Screening Programmes 2010.  British Society for Clinical Cytology.  Downloadable PDF 
file 

• Selecting and Evaluating a Referral Laboratory; Approved Guideline.  CLSI document 
GP9-A.  CLSI, Wayne, Pennsylvania, (1998).  ISBN 1562383574.  Downloadable PDF 
file 

• Transport of infectious substances – best practice guidance for microbiology laboratories.  
Department of Health, (2007).  Downloadable PDF file 

• United Kingdom Hospital Policy for Organ and Tissue Donation.  UK Transplant 
Coordinators Advisory Group, (2003).  Downloadable PDF file 

• Urinalysis; Approved Guideline.  3rd ed.  CLSI document GP16-A3.  CLSI, Wayne, 
Pennsylvania, (2009).  ISBN 1562386875.  Downloadable PDF file 

 
7. Examination processes 
 
• British Committee for Standards in Haematology: Guidelines.  Website 

• Elimination or reduction of risk of infection related to in vitro diagnostic reagents.  EN 
13641:2002.  European Committee for Standardization, (2002).  ISBN 0580397807. 

• Guidance notes on the processing, storage and issue of bone marrow and blood stem 
cells.  Department of Health, (1997).  Downloadable PDF file 

• Guidelines for the Blood Transfusion Services in the United Kingdom.  7th ed.  Joint 
UKBTS/NIBSC Professional Advisory Committee.  London: Her Majesty’s Stationery 
Office, (2005).  Downloadable PDF file 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2003:033:0030:0040:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:102:0048:0058:EN:PDF
http://www.dh.gov.uk/en/Consultations/Responsestoconsultations/DH_4080449?IdcService=GET_FILE&dID=29039&Rendition=Web
http://www.opsi.gov.uk/ACTS/acts2004/ukpga_20040030_en_1
http://www.organdonation.nhs.uk/ukt/newsroom/publications/minimum_typing_requirements_for_reporting_HLA_types_2009.pdf
http://www.ibms.org/pdf/patient_sample.pdf
http://www.clsi.org/source/orders/free/H3-a6.pdf
http://www.clinicalcytology.co.uk/resources/resources.asp#02
http://www.clinicalcytology.co.uk/resources/resources.asp#02
http://www.clsi.org/source/orders/free/gp09-a.pdf
http://www.clsi.org/source/orders/free/gp09-a.pdf
http://www.dh.gov.uk/en/PublicationsAndStatistics/Publications/PublicationsPolicyAndGuidance/DH_075439?IdcService=GET_FILE&dID=141646&Rendition=Web
http://uktransplant.org.uk/ukt/about_transplants/donor_care/policy_documents/uk_hospital_policy_for_donation.pdf
http://www.clsi.org/source/orders/free/gp16-a3.pdf
http://www.bcshguidelines.com/guidelinesMENU.asp
http://www.dh.gov.uk/en/PublicationsAndStatistics/LettersAndCirculars/HealthServiceGuidelines/DH_4018321?IdcService=GET_FILE&dID=734&Rendition=Web
http://www.official-documents.gov.uk/document/other/0117033715/0117033715.pdf
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• Guidelines for the Performance of the Pathology Surgical Cut-up.  National Pathology 
Accreditation Advisory Council, Canberra, Australia, (2006).  Online ISBN 1741860016.  
Downloadable PDF file 

• Guidelines on Autopsy Practice: Report of a working group of The Royal College of 
Pathologists September 2002.  The Royal College of Pathologists, (2002).  Website 

• International Standards for Cellular Therapy Product Collection, Processing and 
Administration.  4th ed.  Foundation for the Accreditation of Cellular Therapy  / Joint 
Accreditation Committee ISCT-EBMT, (2008).  Downloadable PDF file 

• In vitro diagnostic medical devices.  Culture media for microbiology.  Performance criteria 
for culture media.  EN 12322:1999.  European Committee for Standardization, (1999).  
ISBN 0580326985. 

• In vitro diagnostic medical devices.  Information supplied by the manufacturer with in vitro 
diagnostic reagents for staining in biology.  EN 12376:1999.  European Committee for 
Standardization, (1999).  ISBN 0580305945. 

• OECD Guidelines for Quality Assurance in Molecular Genetic Testing.  Organisation for 
Economic Co-operation and Development, (2007).  Downloadable PDF file 

• The Retention and Storage of Pathological Records and Archives.  3rd ed.  The Royal 
College of Pathologists, (2005).  Downloadable PDF file 

 
8. Post-examination processes 
 
• Confidentiality: Protecting and Providing Information.  General Medical Council, (2004).  

Website 

• Delivering For Health; Guidance on Implementation.  HDL(2006) 12.  Scottish Executive 
Health Department, (2006).  Downloadable PDF file 

• Guidelines for the reporting of ophthalmic pathology specimens.  Version 2.  The Royal 
College of Pathologists, (2008).  Downloadable PDF file 

• HLA conversion chart for organ allocation.  NHS Blood and Transfusion, (2009).  
Downloadable PDF file 

• IBMS Professional Guidance: Giving Results over the Telephone.  Institute of Biomedical 
Science, (2008).  Downloadable PDF file 

• The Royal College of Pathologists’ advice relating to the ownership, storage and release 
of pathology results – revised guidelines.  Royal College of Pathologists, (2002).  
Downloadable PDF file 

• Systematized Nomenclature of Medicine – Clinical Terms (SNOMED CT).  International 
Health Terminology Standards Development Organisation, (2008).  Website 

• Use and Disclosure of Health Data: Guidance on the Application of the Data Protection 
Act 1998.  Information Commissioner, (2002).  Downloadable PDF file 

 
9. Evaluation and quality assurance 
 
• ISO 9004:2000 Quality management systems - Guidelines for performance 

improvements. 

http://www.health.gov.au/internet/main/Publishing.nsf/Content/6A286A07CFA598DACA256F1800469B69/$File/SurgicalCutUp.pdf
http://www.rcpath.org/index.asp?PageID=240
http://www.jacie.org/portal/jacie/standards/Controller?mvchandler=portals&action=dispatch&file=0+4th+ed+Standards.pdf&pAction=retrieve-file&idPortlet=7560&idPortal=portal01&idSection=1268&jsfInit=null
http://www.oecd.org/dataoecd/43/6/38839788.pdf
http://www.ibms.org/pdf/retention_storage_pathological_records_archives_3rd_ed_oct06.pdf
http://www.gmc-uk.org/guidance/current/library/confidentiality.asp
http://www.sehd.scot.nhs.uk/mels/HDL2006_12.PDF
http://www.rcpath.org/resources/pdf/g053v2_guidelinesreportingophthalmicspecs_mar08.pdf
http://www.organdonation.nhs.uk/ukt/newsroom/publications/HLA_conversion_chart_for_organ_allocation_jan2009_v2.pdf
http://www.ibms.org/pdf/giving_results.pdf
http://www.rcpath.org/resources/pdf/Guidanc1.pdf
http://www.ihtsdo.org/snomed-ct/snomed-ct-publications/
http://www.ico.gov.uk/upload/documents/library/data_protection/practical_application/health_data_-_use_and_disclosure001.pdf
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• Accreditation of external quality assessment schemes in the United Kingdom.  Goldie, 
D.J.  In: Clinica Chimica Acta 309(2), pp.179-81, (2001). 

• British Blood Transfusion Society Article - UK Transfusion Laboratory Collaborative: 
Recommended minimum standards for hospital transfusion laboratories. 29 September 
2009 Downloadable PDF file   

 
• Building a safer NHS for patients: Implementing an organisation with a memory.  

Department of Health, (2007).  Downloadable PDF file 

• Guidelines for the detection and characterisation of clinically relevant antibodies in solid 
organ transplantation.  British Society for Histocompatibility and Immunogenetics, (2004).  
Downloadable PDF file 

• Guidelines for the Requirements for the Competence of Providers of Proficiency Testing 
Schemes.  ILAC-G13:2000.  International Laboratory Accreditation Cooperation, (2000).  
Downloadable PDF file 

• Laboratory-Related Measures of Patient Outcomes: An Introduction.  Bissell, M.G. ed., 
Washington DC: AACC Press, (2000).  ISBN 1890883263. 

• Learning from Patients: Cultural Revolution.  Pietroni, P., Winkler, F., Graham, L.  In: 
British Medical Journal 326, pp.1304-6, (2003). 

• National Pathology Accreditation Advisory Council (NPAAC), Canberra, Australia.  
Website 

• Selecting and Evaluating a Referral Laboratory; Approved Guideline.  CLSI document 
GP9-A.  CLSI, Wayne, Pennsylvania, (1998).  ISBN 1562383574.  Downloadable PDF 
file 

• Serious Hazards of Transfusion (SHOT), Manchester Blood Transfusion Centre.  
Website 

• What patients want from their doctors.  Stone, M.  In: British Medical Journal 326, 
pp.1294, (2003).  Printable webpage 

 

http://www.b-s-h.org.uk/upload/2009101412270UKTLC%20recommendations%20article.pdf
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/Browsable/DH_4097460?IdcService=GET_FILE&dID=3118&Rendition=Web
http://www.bts.org.uk/Forms/4357_BTS%20Guidelines.pdf
http://www.ilac.org/documents/ILAC_G13_2000_guidelines_for_the_requirements_for_the_competence_of_providers_of_proficiency_testing_schemes.pdf
http://www.health.gov.au/npaac
http://www.clsi.org/source/orders/free/gp09-a.pdf
http://www.clsi.org/source/orders/free/gp09-a.pdf
http://www.shotuk.org/home.htm
http://www.pubmedcentral.nih.gov/articlerender.fcgi?artid=1126182
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