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	Documents published since the last  meeting related to clinical laboratory testing and in vitro diagnostic medical devices
1. Joint EFLM-COLABIOCLI Recommendation for venous blood sampling v 1.1, June 2018

Simundic AM, Bolenius K, Cadamuro J, Church S, Cornes MP, van Dongen-Lases EC, Eker P, Erdeljanovic T, Grankvist K, Guimaraes JT, Hoke R, Ibarz M, Ivanov H, Kovalevskaya S, Kristensen GBB, Lima-Oliveira G, Lippi G, von Meyer A, Nybo M, De la Salle B, Seipelt C, Sumarac Z, Vermeersch P, on behalf of the Working Group for Preanalytical Phase (WG-PRE), of the European Federation of Clinical Chemistry and Laboratory Medicine (EFLM) and Latin American Working Group for Preanalytical Phase (WG-PRE-LATAM) of the Latin America Confederation of Clinical Biochemistry (COLABIOCLI)
Clin Chem Lab Med 2018 doi 10.1515/cclm-2018-0602
(posted on July 19, 2018)
Keywords: preanalytical phase, safety needle, patient preparation.

2. Practical recommendations for managing hemolyzed samples in clinical chemistry testing

Lippi G, Cadamuro J, von Meyer A, Simundic AM, on behalf of the EFLM Working Group for Preanalytical Phase (WG-PRE)
Clin Chem Lab Med 2018 doi 10.1515/cclm-2017-1104
(posted on March 12, 2018)
Keywords: interference; quality; safety

3. The use of error and uncertainty methods in the medical laboratory

Oosterhuis WP, Bayat H, Armbruster D, Coskun A, Freeman KP, Kallner A, Koch D,  Mackenzie F, Migliarino G, Orth M, Sandberg S,  Sylte MS, Westgard S, Theodorsson E.
Clin Chem Lab Med 2018;56:209–9
(posted on March 12, 2018)
Keywords: performance specification; quality control; total error

4. Strategies to define performance specifications in laboratory medicine: 3 years on from the Milan Strategic Conference.

Panteghini M, Ceriotti F,  Jones G, Oosterhuis W, Plebani M and Sandberg S, on behalf of the Task Force on Performance Specifications in Laboratory Medicine of the European Federation of Clinical Chemistry and Laboratory Medicine (EFLM)
Clin Chem Lab Med  2017;55:1849-56
(posted on November 3, 2017)
Keywords: biological variation; outcome; state of the art
5. Improving quality in the preanalytical phase through innovation, on behalf of the European Federation for Clinical Chemistry and Laboratory Medicine (EFLM) Working Group for Preanalytical Phase (WG-PRE)

Lippi G, Baird GS, Banfi G, Bölenius K, Cadamuro J, Church S, Cornes MP, Dacey A, Guillon A, Hoffmann G,  Nybo M, Premawardhana LD, Salinas M, Sandberg S, Slingerland R, Stankovic A, Sverresdotter SM, Vermeersch P, Simundic AM.
Clin Chem Lab Med 2017; 55:489–500
(posted on March 13, 2017)
Keywords: errors, patient safety, innovation
6. Order of blood draw: Opinion Paper by the European Federation for Clinical Chemistry and Laboratory Medicine (EFLM) Working Group for the Preanalytical Phase (WG-PRE).

Cornes M, van Dongen-Lases E, Grankvist K, Ibarz M, Kristensen G, Lippi G, Nybo M, Simundic A-M.
Clin Chem Lab Med 2017;55:27-31
(posted on November 14, 2016)
Keywords: patient safety; phlebotomy;  preanalytical quality

7. Criteria for assigning laboratory measurands to models for analytical performance specifications defined in the 1st EFLM Strategic Conference

Ceriotti F, Fernandez-Calle P, Klee GG, Nordin G, Sandberg S, Streichert T, Vives-Corrons JL, Panteghini M on behalf of the EFLM Task and Finish Group on allocation of laboratory tests to different models for performance specifications (TFG-DM)
Clin Chem Lab Med 2017;55:189-94
(posted on August 29, 2016)
Keywords: analytical performance specifications; analytical quality; biological variation

8. Patient identification and tube labelling – a call for harmonisation.

vvan Dongen-Lases E, Cornes MP, Grankvist K, Mercedes Ibarz M, Kristensen GBB, Lippi G, Nybo M, Simundic AM on behalf of the Working Group for Preanalytical Phase (WG-PRE), European Federation of Clinical Chemistry and Laboratory Medicine (EFLM)
Clin Chem Lab Med 2016;54:1141-5
(posted on May 6, 2016)
Keywords: harmonisation; patient safety; preanalytical phase

9. The EFLM strategy for harmonization of the preanalytical phase.

Lippi G, Simundic AM. on behalf of the European Federation for Clinical Chemistry and Laboratory Medicine (EFLM) Working Group for Preanalytical Phase (WG-PRE)
Clin Chem Lab Med. 2017 DOI 10.1515/cclm-2017-0277
(posted on August 29, 2017)
Keywords: diagnostics; errors; laboratory testing

10. Recommendation for the review of biological reference intervals in medical laboratories.

Henny J, Vassault A, Boursier G, Vukasovic I, Mesko Brguljan P, Lohmander M, Ghita I, Andreu FA, Kroupis C, Sprongl L, Thelen MH, Vanstapel FJ, Vodnik T, Huisman W, Vaubourdolle M; Working Group Accreditation and ISO/CEN standards (WG-A/ISO) of the EFLM.
Clin Chem Lab Med. 2016 Dec 1;54:1893-1900.
(posted on February 19, 2016)
Keywords: decision limits; reference values; reference interval; transferability

11. Accreditation process in European countries - an EFLM survey

Boursier G, Vukasovic I, Mesko Brguljan P, Lohmander M, Ghita I, Bernabeu Andreu FA, Barrett E, Brugnoni D, Kroupis C, Sprongl L, Thelen MHM, Vanstapel F, Vodnik T, Huisman W, Vaubourdolle M on behalf of the Working Group Accreditation and ISO/CEN standards (WG-A/ISO) of the EFLM
Clin Chem Lab Med 2016;54:545-51
(posted on Feb 19, 2016)
Keywords: accreditation; ISO 15189; national accreditation body

12. An overview of EFLM harmonization activities in Europe.

Kilpatrick ES, Sandberg S.
Clin Chem Lab Med doi 10.1515/cclm-2018-0098
(posted on June 28, 2018)
Keywords: EFLM; harmonization; laboratory medicine.

12. Harmonization initiatives in the generation, reporting and application of biological variation data.

Aarsand AK, Røraas T, Bartlett WA, Coşkun A, Carobene A, Fernandez-Calle P, Jonker N, Díaz-Garzón J, Braga F, Sandberg S, on behalf of the European Federation of Clinical Chemistry and Laboratory Medicine (EFLM) Working Group on Biological Variation
Clin Chem Lab Med doi 10.1515/cclm-2018-0058
(posted on June 28, 2018)
Keywords: analytical performance specification; biological variation; evidence-based medicine; meta-analysis; reference 

14. Harmonization of accreditation to ISO15189.

Thelen MHM, Huisman W.
Clin Chem Lab Med doi 10.1515/cclm-2017-0820
(posted on June 28, 2018)
Keywords: accreditation; ISO15189; quality management system.15.
15. Analytical performance specifications for external quality assessment - definitions and descriptions.

Jones GRD, Albarede S, Kesseler D, MacKenzie F, Mammen J, Pedersen M, Stavelin A, Thelen M, Thomas A, Twomey PJ, Ventura E, Panteghini M; EFLM Task Finish Group – Analytical Performance Specifications for EQAS (TFG-APSEQA).
(posted on February 2, 2018)
Clin Chem Lab Med. 2017;55:949-55
Keywords: external quality assurance; international harmonisation; proficiency testing



	Current work program of your organization with EA relevance
1. EFLM has a WG on Pre-analytical Phase and a a Task Force (TF) on Performance specifications in Laboratory Medicine with 5 different Task & Finished Groups on specific tasks. t is now publishing its results. A new TF will be installed shortly on new challenges for medical laboratories.

2.  The Committee Accreditation and Regulations has one working group. Specific new items from ISOTC212 and CENTC140 are discussed in this WG Accreditation and ISO/CEN Standards as well as the consequences for the introduction of the IVD Regulation which will be effective within a couple of years for all IVD’s on the European market. This chair of this WG participates in the EA HC WG and contributes to the discussion on the explanation of the ISO/CEN standards. The WG plans publications on metrological traceability in medical laboratories and on validation/verification.


	Conference/symposia/workshops with clinical laboratory testing in vitro diagnostic medical devices topics held/planned
1. 2nd EFLM Strategic Conference

Mannheim (DE), 18-19 June 2018

The end of laboratory medicine as we know it? Handling disruption of laboratory medicine in digital health
2. 5th EFLM-UEMS Joint Congress
Antalya (TR), 10-13 October 2018

Laboratory Medicine at the clinical interface
3. EFLM Conference on Preanalytical Phase: "Preanalytical challenges - time for solutions"

Zagreb (HR), 22-23 March 2019

Biannual Conference organized by the EFLM Working Group on "Preanalyical Phase" in collaboration with BD 
4. VII International Symposium Laboratory Medicine and Quality. Satellite Meeting EuroMedLab 2019

Barcelona (SP), 18 May 2019

5. EuroMedLab 2019

Barcelona (SP), 19-23 May 2019

23rd IFCC-EFLM European Congress of Clinical Chemistry and Laboratory Medicine


	Other information of interest to EA
EFLM connects National Societies of Clinical Chemistry and Laboratory Medicine and creates a platform for all European “Specialists in Laboratory Medicine”.

History
The European Federation of Clinical Chemistry and Laboratory Medicine (EFLM) was formed in June 2007 at the Euromedlab Congress in Amsterdam by the merger of the Forum of European Societies of Clinical Chemistry (FESCC) and the European Communities Confederation of Clinical Chemistry (EC4).

Who we are
EFLM provides European leadership in Clinical Chemistry and Laboratory Medicine to national professional societies, the diagnostic industry and to governmental and non-governmental organisations in order to serve the public interest in health care. EFLM represents the International Federation of Clinical Chemistry and Laboratory Medicine (IFCC) in Europe.

All National Societies in Europe may become members of EFLM. The President/Chair and one national representative of member societies form the General Meeting. This is the main governing body of EFLM. The General Meeting of EFLM convenes at least once every two years. EFLM is legally registered in Belgium and its office is in Milan, maintained in collaboration with IFCC.

Current membership of EFLM comprises the national societies of the following 40 countries: Albania, Austria, Belgium, Bosnia-Herzegovina, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Israel, Italy, Kosovo, Latvia, Lithuania, Luxembourg, Macedonia, Montenegro, Netherlands, Norway, Poland, Portugal, Romania, Russia, Serbia, Slovak Republic, Slovenia, Spain, Sweden, Switzerland, Turkey, Ukraine and United Kingdom.

The operational structure of EFLM consists of an Executive Board (EB) and five Committees (C) which carry out their tasks via Working Groups (WG). Officers of the EB (president, past-president, president elect, secretary, treasurer and two members-at-large) are elected by the General Meeting for 2-year terms. Membership in Cs and WGs is by application and open to nominations by national societies when a call for nominations is issued.

The official scientific journal of EFLM is Clinical Chemistry and Laboratory Medicine (CCLM).

Vision and Mission

Clinical Chemistry and Laboratory Medicine is at the heart of modern healthcare, and plays a vital role in screening for disease, diagnosis, risk assessment, treatment selection, monitoring of therapy, prognosis and other aspects of clinical decision-making. It is thus central to effective patient care. Patients throughout Europe have the right to expect high standards of Laboratory Medicine wherever they present to the health care system.

The mission of EFLM is to enhance patient care and improve outcomes by promoting and improving the scientific, professional and clinical aspects of clinical chemistry and laboratory medicine and to ensure effective representation of laboratory medicine both at European Union level and to other pan-European and sub-regional bodies. EFLM deals with specific European issues of Clinical Chemistry and Laboratory Medicine.

What we do

The main activities of EFLM relate to education, research, development of the profession, requirements for competence, quality and accreditation of laboratories, organisation of congresses, and publications. EFLM has five Committees:

· Communications (C-C)

· Education and Training (C-ET)

· Profession (C-P)

· Quality and Regulations (C-QR)

· Science (C-S)

Communication Committee

The Communications Committee is responsible for communicating EFLM’s activities and results to its membership, related partner organizations and the public via EFLM’s website and Newsletter. 
The Committee has one Working Group "Promotion & Publications".

Education and Training Committee

The Education and Training Committee to address the needs of EFLM National Societies in education and management skills and assist in transfer of knowledge in all areas of the profession and to identify current problems in education and management practices and provide solutions and guidelines on how to overcome them.

The Committee operates three Working Groups:

· “Congresses and Postgraduate Education”  with the aims to provide and support the postgraduate education, to evaluate bids for EuroMedLab Congresses; to be responsible for EFLM auspices and to develop and maintain the EFLMLabX the exchange programme of EFLM.

· “Distance education and e-learning” which is involved in the organization of distance education programmes and e-learning courses. This WG critically evaluates information from courses, lectures and documents including electronic learning tools. It also interacts with national societies to collect their needs and any potential e-learning resources already available.

· “Laboratory Medicine Credit Points” with the aim to establish and run the EFLM system to allocate credit points for educational events

Profession Committee

The Profession Committee is responsible for matters of professional regulation and certification. The Professional Committee will work towards the following general goals of EFLM: to represent the professional interests of specialists in clinical chemistry and laboratory medicine (both medical and scientific) in Europe; to promote the profession of specialist in clinical chemistry and laboratory medicine; to certify and register professionals in clinical chemistry and laboratory medicine through the Register of European Specialists in Clinical Chemistry and Laboratory Medicine.
The Committee has one Working Group "Register" responsible of the Register of the European Specialists in Laboratory Medicine (EUSpLM).

Quality and Regulations Committee
The Quality and Regulations Committee supports the establishment of effective accreditation schemes and quality management systems in all European countries and liaises with ISO, CEN and the European Accreditation body (EA). 
The Committee currently has one Working Group:

· “Accreditation and ISO/CEN” which represents EFLM in EA, ISO TC212 and CEN TC140. The WG focuses on influencing ISO/CEN standards and harmonization of accreditation by international surveys, education and training of assessors related to specific professional standards of ISO 15189 and on setting European procedures for accreditation according to the flexible scope.

Science Committee

The Science Committee focuses on promotion of research that translates the scientific results of laboratory medicine to clinical applications and improves patient outcomes through the appropriate use and interpretation of laboratory data in clinical practice.

The Committee currently has the following Working Groups:

· Biological Variation (WG-BV) which explores the sources of variation in and develops a critical appraisal checklist for papers on biological variation.

· Guidelines (WG-G) for the laboratory investigation and management of various conditions based on best practice.

· Harmonisation of Total Testing Process (WG-H) which aims to act as a collector of the harmonization initiatives arising from other WGs or Task and Finish Groups of EFLM and from National Member Societies active in the field and will disseminate them to all the EFLM Member Societies attempting to monitor their application and effects.

· Patient Focused Laboratory Medicine (WG-PFLM) which aims to evaluate and study methods for how specialists in laboratory medicine can communicate directly with the patients and how the laboratory can play an active role in patients using self-monitoring for monitoring their disease.

· Personalized Laboratory Medicine (WG-PLM) which aims to develop papers on potentials and limits of the most recent laboratory technologies applied in personalized medicine.

· Postanalytical Phase (WG-POST) which carries out international surveys amongst general practitioners and investigates how doctors use and interpret laboratory tests commonly used for managing patients in primary care.

· Preanalytical Phase (WG-PRE) which aims to promote the importance of the quality of the preanalytical phase of laboratory medicine by carrying questionnaires for assessing the current practices related to some pre-analytical variables and defining the best practices for some critical activities in the preanalytical phase.

· Test Evaluation (WG-TE) which sets standards and develops practical tools for designing research studies for the evaluation of the clinical value and impact of new biomarkers.


