European Specialist in Laboratory
Medicine:
where are we now?

Wytze Oosterhuis (UEMS)




Laboratory Medicine

Two professional organisations in Europe:
1. EFLM

European Federation of
Clinical Chemistry and Laboratory Medicine

EFLM represents IFCC in Europe
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2. UEMS Section Laboratory Medicine/Medical Biopathology

e * Members Area | Contact | English
o %Ms** UNION EUROPEENNE DES MEDECINS SPECIALISTES
* = 3 '* EUROPEAN UNION OF MEDICAL SPECIALISTS

* , *

About us Areas of Expertise UEMS Activities News & Events Media & Library Blog

The main objectives of the UEMS:
- to promote free movement of specialist doctors
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Objectives UEMS:
Free movement
- mutual recognition
- equivalence of standards
- harmonization of training



EFLM-UEMS joint activities:

1. Joint congress

2. Working group on Guidelines

3. Study laboratory specialists in the EU
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1. Joint EFLM-UEMSCongress:

2010 Lisbon Sy - \ LS,
2012 Dubrovnik Oy e
2014 Liverpool k

2016 Warsaw

2MY EFCC-UEMS CONGRESS

DUBROVNIK 2012, 10-13 OCTOBER

LABORATORY MEDICIYNE AT THE CLINICAL INTERFACE

EuroLabFocus

The 3rd EFLM-UEMS Congress Laboratory Medicine at the Clinical Interface
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2. Joint EFLM-UEMS WG-guidelines 2014
Julian Barth (chair)

EFLM

EUROPEAN FEOERATION
OF CLIMICAL CHEMIZTRY
AND LABCRATORY MEWCINE

Memorandum of Understanding

berween the European Federation of Clinical Chemistry and Laboratory
Medicine [EFLM) and the ULE.M.S, section of Laboratory Medicine

EFLM has establizhed, through its Science Committes, a working group entitled
WG on guidelines [ Wi-G)"

Terms of reference for the Wi:

1. Prepare guidelines for making recommendations for laboratory testing.

2. Co-operate with clinical guidelines developers (e.g SIGN, ADA, KICE] for the
development of the laboratory part of dinical guidelines.

3 Develop laboratory guidelines for reflective testing.

EFLM Wi-G currently has a chair, fowr full members ¢ young scientist. The
members are, according to the statutes of EFLM, appointed for a period of wo
years with the possibility of being re-appointed for two more periods. The W
will uually have one mesting in a year.

EFLM and ULE.M._S. share interest in this activity, and have decided to join forces
inorder to accomplish the proposed goals af the WG UEMS. is therefore invited
Lo participate in the Wi with two new [l members appointed and lnanced by
LEM.E.

As a consequence of this memorandum of understanding EFLM intends to reduce
its number of full members o four, one of them serving as chair of the WG-(.

Both organkzations will be acknowledged in all the work performed by the WG
on guidelines,

Mapch 255k 2014
Fohdol Srhsaseriiam olenas iy’

Elvar Theodorsson Lena Morlund ﬁq’ L]
EFLM Comminees on Science Chair President LLEMS, Section of q ? r' U m
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3. Study laboratory specialists in the EU

DE GRUYTER Clin Chem Lab Med 2014; aop

Review

Wytze P. Oosterhuis* and Simone Zerah

Laboratory medicine in the European Union

Abstract: The profession of laboratory medicine differs
between countries within the European Union (EU) in
many respects. The objective of professional organiza-
tions of the promotion of mutual recognition of specialists

Union (EU); harmonization; training; Union Européenne
de Médecins Spécialistes (UEMS).

D01 10.1515/ cclm-2014- 0407

within the EU is closely related to the free movement of
people. This policy translates to equivalence of standards
and harmonization of the training curriculum. The aim

Received April 13, 2014; accepted June 16, 2014

*Corresponding author: Dr. Wytze P. Dosterhuis, Depariment of
Clinical Ch emistr*,r and Hemamlugy, Atrium Medical Center, Henri

Medicine, Medical Biopathology, Piiore:
E-mail: w.oosterhuis@atriummec.nl

Laboratory Medjcine (EFLM), Labofatoire Zerah-Taar-Pfeffer,
Bagnolet, France
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Differences EFLM - UEMS

Europe (EU)

Full members: 28 countries
Candidates: 4 (Albania, Turkey, Montenegro, Macedonia, Serbia)

Europe (UEMS)

Full members: 31 (incl. Norway, Switzerland, Iceland)
Associated members: 4 (Armeria, Israel, Turkey)
Observers: 2 (Libanon, Morocco, Georgia)

Europe (EFLM)

- Members: 40 countries
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Questionnaire UEMS-EFLM

- Sent to 28 EU countries (full members)
- UEMS and EFLM delegates

Questions:

- Numbers of laboratory specialists, labs
- Training, fields of interest

- Recognition

- Organizations

- Accreditation



Questionnaire

puﬁ:ﬁunm.im UEMS/EFCC
Introduction

This guestionnaire concerns the field of clinical chemistry. This might be defined most
easily as the profession responsible in your country for tests like sodium, creatinine
eto. In some courtries clinical chemistry might include fields like blood transfusion,
microbiology etc. The name "clinical chemistry" might not be used in your country.

We tried to use ohjective definitions for speciatties and specialists. Inthe most
general weay, any perzon with a medical training and a post-graduate specialization in
this field is here referred to as "lsbaratory physician”, any person with an scademic
training and additional post- graduate specialization is here referred to az "laboratory
specializt". "Scientific” training mesns any academic training (ncluding pharmacy)
other than medicine. Any person with an academic training — with or vwithout
goditional specialization - warking in the labaratory is defined as "labaratary
professianal”.

Flease answer this questionnaire, even if not all answers to the gquestions are known.
If you do not knowe the exact data (e.g. numbers of specialists), please do not hesitate
to state an estimated number or range. This can be detailed |ater, if necessary.

It wvill not be an exception that the situstion in your country is in the process of
change (e.9. merging of societies, laws being changed). Please state so when the
present situation is hound to change.

COUNTRY :
CONTACT: name and email address:

HAME OF YOUR SPECIALTY in your own language:

1. General information, number of laboratory specialists.

Please describe the prezent situation in your country of the field of clinical
chemistrylaborstory medicine. Az described above, certral to the questionnaire is
clinical chemistry. This field might be difficult to define precizely, as (zub)zpeciatties
are grouped quite differently across European countries. Pleaze describe:-

a. The names of staff groups able to practice in clinical chemistry (medical,
phar maceutical, scientific background).

b. The (estimated) numbers in each group.

c. The grades of staff within each group.

d. Gwalifications, include grade of qualification, required to practice, including the
nieed for sciertific andior pharmacy-refated gualifications.

e. In=some countries, people with academic training, please state level of
gualification, withouwt additional specialization work in the clinical laborstory
(=zometimes referred to as "technologists"). Please state if theze do exist in
your courtry and howve many.
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Response EU countries

A L

Response:

| 25/28 countries = 89%

494/501 mil. = 98,6%

Red = no response



Names: Clinical, (bio)chemistry, diagnostic, medical, laboratory
EFLM (2010): Specialist in Laboratory Medicine

Table 1 Names of specialties and EFLM/IFCC member societies in the European Union countries.

EU countries

Name specialty

Name professional society (member EFLM) (4,5)

1. Austria

]

=W

(%]

. Czech Republic

. Belgium

. Bulgaria

. Croatia

. Gyprus

6
7. Denmark
8. Estonia
9. Finland

10,
11.

12.

13.
14,

15.

16.
17.
18.

-

France
Germany

Greece

Hungary
Ireland

Italy

Latvia
Lithuania
Luxembourg

N s

Medizinische und Chemische
Labordiagnostik

Biologie Clinique; Klinische Biologie
EJIHHHYH &

nadopaTopua (Clinical Laboratory)
Specijalist Medicinske Biokemije i

Laboratorijske Medicine
RAINIKOZ
XHMIKOL (Clinical Chemistry)

Klinicka Biochemie

Klinisk Biokemi
Laborimeditsiin

Kliininen Kemia Sairaalakemisti
Biologie Médicale
Laboratoriumsmedizin

Eovnen Xnueio-

Ko Buognpeio

Orvosi Laboratoriumi Diagnosztika
Clinical Biochemistry, Clinical Chemistry
Biochimica Clinica

Laboratora Medicina
Laboratorine Medicine
Biologie Clinique/Biochemie

Mh_e o 20 st

Osterreichische Gesellschaft fiir Laboratoriumsmedizin und
Klinische Chemie (OGLKMC)

Societe Royale Belge de Chimie Clinique, Belgische Vereniging

voor Klinische Chemie (KBVKC, SRBCC)
Bulgarian Society of Clinical Laboratory

Hrvatsko dru3tvo za medicinsku biokemiju i laboratorijsku
medicinu (HDMBELM)

Association of Clinical Laboratory Directors, Biomedical and
Clinical Laboratory Scientists (ACLDBCLS)

Ceska spoletnost klinické biochemie (CSKB)

Dansk Selskap for Klinisk Biokemi (DSKE)

Eesti Laborimeditsiini Dhing (ESLM)

Suomen Kliinisen Kemian Yhdistys (SKKY)

Societ Francaise de Biologie Clinique (SFBC)

Deutsche Vereinte Gesellschaft fiir Klinische Chemie und
Laboratoriumsmedizin e.V. (DGKL)

Greek Soc.Clin. Chem.Clin. Biochem. (EEKX-KB)

Magyar Laboratoriumi Diagnosztikai Tarsasag (MLDT)
Association of Clinical Biochemists in Ireland (ACBI)
Societa ltaliana di Biochimica Clinica e Biologia Molecolare
Clinica (SIBlIOC)

Latvijas Laboratorijas Specialistu biedriba (LSB)
Lithuanian Society Laboratory Medicine

Societg Luxembourgeoise de Biologie Clinigue (SLEC)



Types of laboratory specialists in EU

Totals EU:

Physicians: 14.800 (41%)
Pharmacists: 11.300 (31%)
Scientists: 10.200 (28%)
Total: 36.300 (100%)



Number of laboratory specialists

laboratory
specialists per million inhabitants
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Types of laboratory specialists

percentage
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Countries with high number of pharmacists

France: 3%
Spain: 61%
Portugal: 57%
Slovenia:  49%
Belgium:  45%
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Fields covered by
clinical chemistry/laboratory medicine

% of countries

Biochemistry: 100% (25/25)
Endocrienology: 96% (24/25)
Haematology: 92% (23/25)
Microbiology: 52% (13/25)
Transfusion: 42% (10/25)

Not always the same responsibility for MDs, scientists,

pharmacists



Countries with general laboratory medicine

General/polyvalent =
biochemistry + hematology +
microbiology

60% countries (15/25)

83% of EU laboratory specialists in
S 9L | “polyvalent” countries
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Restrictions for laboratory professionals

e Countries with restrictions for specialists other than MD:
physicians. ) - Scientists: not limited 14/25, limited 9/25, NA 2
P— e PHA@rmacists: not limited 11/25, limited 4/25, NA 10

1. Austria Limited MA:

2. Belgium MA? Mot limited .

3. Bulgaria Limited fimited - Only MD head of laboratory (e.g. Bulgaria, Portugal)
& Croatia ot limited : H -

e e o - Only under responsibility of MD (e.g. Germany, Sweden)
o Coch Bepuble ot e wmt=t - Larger laboratories only MD (e.g. Hungary)

8 Estonia Limited it - Scientists cannot own private laboratory (e.g. Greece)
10. France MA? Mot limited

11. Germanmy Limited A2

12. Graace Limited® MA:

13. Hungary Limited Limited

14, Ireland Mot limited A2

15. ltaly Mot limited Mot limited

16. Lawwia - -

17. Lithuania Mot limited A2

18. Luxembourg - -

12 Malta - -

20. Netherlands Mot limited Mot limited

21. Poland Mot imited Mot limited

22. Portugal Limited- Mot limited

23. Romania Mot limited Mot limited

24. Slovak Republic Mot limited Mot limited

25. Slovenia Mot limited Mot limited

26. Spain Mot limited Mot limited

27. Sweden Limited MA:

28. UK Mot imited MA: 1
rﬂ% altalBlas
= 10 0% 0

KA. not applicable; *Wo specialists, orvery limited number; *only ]
MD can be end responsible in private laboratony; “Not allowed to J J J rcadne s carerom poakaical
assume the position of technical director of a laboratory.



Special cases:

France, Belgium:
Pharmacists and Physicians have the same position by law.

Spain:
A new law in 2014
- The monovalent specialties bioquimica clinica and the polyvalent
specialty analisis clinicos vanish.
- One new polyvalent specialty in laboratory medicine.
- This specialty training will accept students with training in medicine,

pharmacy, biology and (bio)chemistry.



Clin Chem Lab Med 2012;5008):1317-1328 ©@ 2012 by Walter de Gruyter = Berlin = Boston. DO! 10.1515/cclm-2012-0019

The EC4 European Syllabus for Post-Graduate Training in
Clinical Chemistry and Laboratory Medicine: version 4 - 2012

Recommended Standards for Training Specialists in
Laboratory Medicine - Medical Biopathology|
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EC4/UEMS curriculum used?

EC4: 64% (16/25) of countries

- sometimes only for scientists/pharmacists
- curriculum predates EC4 (UK, Ireland)

UEMS “Blue Book” used in 5 countries.
- Hungary, Finland, Portugal and Slovakia
- curriculum adapted according to Swedish situation.
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Duration specialist training
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Formal examination in training

Physicians: yes: 77% (16/22)
no: 23% (5/22)

Other: 2 (Cyprus, Netherlands: no medical specialist training of physicians)

Scientists: yes: 65% (13/21)
no: 35% (8/21)

Greece: voluntary examination;
other: 3 (Cyprus: no training; France, Belgium: no specialists, or very limited
number)



Formal recognition of laboratory specialists-
scientists

Scientists:  yes: 70% (16/23)
no: 30% (7/23)

France, Belgium: no specialists, or very limited number

Pharmacists: recognized in Belgium, France, Portugal, Slovenia and Spain.
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Recognition of laboratory specialists (scientists)

No formal recognition

A
R
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Accreditation according to ISO 15189

<10%
10-75%
>75%
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mxinch cervrun perkaie)



“Blue Book”

Section of Laboratory Medicine/Medical Biopathology

Recommended Standards for Training Specialists in
Laboratory Medicine/Medical Biopathologyv

May 2012
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J mecdnch corvrum porbaie)



Content Blue Book

T Loghooks for specialist training in different disciplines of Laboratory
Medicine/Medical Biopathology 23
Common Training 23
General Laboratory Medicine/Medical Biopathology 26

Specialisation in Monovalent Specialities 3
Syllabus in Laboratory Medicine - Clinical Chemistry 3
Syllabus in Clinical and Laboratory Haematology
and Transfusion Medicine 36
Syllabus in Chinical and Laboratorv Immunology 38
Svllabus in Laboratory Genetics (Genetic Pathology) 42
Y, atrium
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“Blue Book”

Overlap between specialties

- specialties are defined differently from country to country within the
EU.

- The clinical component of practice varies among different
specialties.

These differences between EU countries make it a particularly
challenging task to harmonize specialist training within the EU.



Core

Laboratory
Management

General

Health and Safety

Specialised

Quality / Audit

Bioinformatics / IT/
Connectivity

Preanalytical

Postanaytical

Physiology

Terminclogy

Eic ...

LM-Clinical
Chemistry

Immunology

Haematology

Laboratory
Microbiology

Laboratory Genefics




May 8 2012 Lena Norlund, Rob Jansen

Declarationfor a Vision for Specialization in Laboratory Medicine in

Europe
Formulated in Prague 120318 by UEMS and EFLM

Eduecation in Clinical Chemistry
and Laboratory Medicine EFCC Symposium

Prague March 17-19, 2012

Tom




Vision and Declaration

- highly competitive markets..

- we need to develop teams...

- based on a collaborative approach...

- understanding both the shared need for education, for the core competences of scientists
and physicians...

- understanding the present status and starting point in each participating country.

- laboratories require both general and super specialized specialists in laboratory medicine...

- a vision of a polyvalent knowledge base (a common trunk of education and training) is...

- a combined education for people with different backgrounds also leads to increase cross-
fertilisation and with that the symbiotic production of new knowledge.
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Statement

With this common vision, our two associations UEMS and EFLM agree
upon working together towards a more efficient and competent medical
laboratory.

Challenges

1. Agree on the name of our profession.

2. Write the Blue Syllabus.

3. Define a common strategy towards the European Commission on
the harmonization of our profession.







Conclusion and discussion

- Large differences between countries

- Task for both EFLM and UEMS In harmonization of
specialties within EU

- Periodic update of data?



Representation of specialists by
EFCC and UEMS

Member societies EFCC are mixed (MD+PhD)

yes: 100% of countries
no: 0%
(missing: 2)

Member societies EFCC = UEMS

yes: 33% of countries
no: 6/7/%
(missing: 5)
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The role of the physician in [aboratory medicine: a
European perspective

Siraj A Misbah,' Vana Kokkinou,” Katie Jeffery,® Wytze Oosterhuis,” Brian Shine,’
Anna Schuh,® Theodore Theodoridis?



UEMS: EU free movement of persons
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Table 3. Fields of interest

Biochem. Endocrien. Immunol. Hematol. Transfusion Microbiol.
1. Austria yes yes yes yes yes yes
2. Belgium yes yes yes yes yes yes
3. Bulgaria yes yes yes yes no no
5. Czech Republic yes yes part yes no no
6. Denmark yes yes yes yes no no
7. Estonia yes part no yes yes no
9. France yes yes yes yes yes yes
10.Germany yes yes yes yes no yes
11.Greece yes yes yes yes yes yes
12.Hungary yes yes yes yes no yes
13.Ireland yes yes part no no no
14 Italy yes yes yes yes no yes
15.Latvia - - - - - -
17.Luxembourg - - - - - -
18.Malta - - - - - -
19.Netherlands yes yes yes yes yes no
20.Poland yes yes yes yes part no
21.Portugal yes yes yes yes no yes
22.Romania yes yes yes yes yes yes
24.Slovenia yes yes yes yes no yes
25.Spain yes yes no yes no yes
26.Sweden yes yes part yes no no
27.UK yes yes no no no no
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