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Self and Co-regulation for Science and Pharmacy Specialists in Clinical Chemistry and Laboratory Medicine
Establishing the system
Introduction

In the Position Paper and the Inventory documents the need for a system of co-regulation for the scientist/pharmacist Specialists in Clinical Chemistry and Laboratory Medicine is explained.
In the document in hand the definitions for the establishing of the self and co-regulation are given. It is meant to predefine the qualification criteria able to overcome the differences between the various national education requirements and training schemes so as to obviate the need for any compensatory measure. Guidance documents relating to training content, competences and other are mentioned in the references (1-4).
Level of training

As it should enable Member States with higher requirements in terms of level of training to waive compensatory measure, the co-regulation system must guarantee that the professional has genuinely acquired the required level of training. The level of training that is required presently in European Union countries is shown in figure 1. 
Figure 1 Level of training
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The total duration of academic education and training as corresponding to the longest duration in the different regulated member states is ten years. 

The regulated countries require five years of academic education, including a master’s degree in pharmacy or science. In some non-regulated countries four years including a master degree are sufficient. Therefore the requirement is four years of academic education including a master’s degree and one year additional academic development. 
The requirements for the number of post-academic training years in the regulated Member States vary from four to five, including registration in the appropriate register. Therefore the requirement is four years and one year additional experience. 
These requirements are in agreement with the requirements in the non-regulated countries. In the majority of non-regulated Member States voluntary training schemes exist, organized by the national professional societies. In addition, in most non-regulated countries the professional societies hold national registers of specialists in clinical chemistry and laboratory medicine. In the majority of non-regulated countries the requirements for registration include five years of academic education, including a master degree in pharmacy or science. There is a minimum requirement for academic education of four years including a master’s degree. The majority of non-regulated countries require five years of post-academic training with an exception for Ireland that demands eight. 

Thus the requirements are a total duration of ten years, consisting of four years of academic education including a master degree plus one year academic development, and four years of training plus one year additional experience. Additional academic development/experience may consist of extra academic education, a PhD, scientific research resulting in a paper in a peer reviewed journal, work experience, extra training years, courses or traineeships in the Member State with the higher requirements.

Level of training requirements for establishing the self and co-regulation system
Based on the requirements of regulated countries the regulation system requires for education and training of specialists in clinical chemistry and laboratory medicine:

· a total duration of education plus training of ten years

· a minimum duration of academic education of four years plus one year academic development
· a masters degree in medicine, pharmacy or science

· flexibility in the additional academic development year consisting of academic education, a PhD, year of scientific research resulting in published peer reviewed article

· a minimum duration of training of four years plus one year additional experience
· registration in the appropriate national register if it exists
· flexibility in the additional experience year consisting of extra academic education, a PhD, work experience, extra training years, courses, traineeships
Training content

The Member States that regulate the profession will only be able to waive the requirement to pass a test or complete a traineeship if the criteria established provide the guarantee that the qualification of the professional in question prepares him or her to exercise all the activities covered by the profession. Furthermore, the system should take account of the relative importance of each activity in the greatest possible number of Member States, and in particular in all those that regulate the profession. 

Figure 2 shows the activities defining the training content. Four different fields are included in the training of most countries. General chemistry includes general biochemistry, pathophysiology, endocrinology, humoral immunology, therapeutic drug monitoring and toxicology. Haematology includes cytometry, coagulation, cellular immunology and transfusion medicine. Microbiology includes bacteriology, mycology, virology and parasitology. Genetics and IVF includes fertility testing, semen investigation, semen preparation and in vitro fertilization. Molecular biology or nucleic acid testing is considered a technique and is included in all fields.

In a majority of the regulated Member States several fields are included in the training often in conformity with the EC4 European syllabus (1). UK is an exception being focussed on general chemistry as defined above. In the majority of regulated countries general chemistry comprises on the average 45% of the training with a minimum of 35%. Haematology averages 30%. Microbiology averages 15%. Genetics and IVF finally, comprise on the average 10%.
Figure 2 Training content
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In the non-regulated Member States the situation varies. Ireland is focussed on general chemistry. In the majority of the other countries three or four fields are required. General chemistry comprises on the average 65% with a minimum of 35%. Haematology averages on 20%. Microbiology is not included in the training content of four non-regulated countries and minimum 5% for the other. Genetics and IVF averages 10%, though it is not included in two countries.
Flexibility for compensation is in work experience, accredited courses, relevant exams of the national training programs, traineeships.
Training content requirements for establishing the system of self and co-regulation
Based on the requirements of regulated countries the system requires a training content including:

· general chemistry of at least 35%

· general chemistry plus haematology of at least 65%
· flexibility as to the remaining 35%, including general chemistry, haematology, microbiology and genetics and IVF in a proportion consistent with the requirements in the country of destination, consisting of work experience, accredited courses, relevant exams of the national training programs, traineeships.
In an annex some example cases are described to show how the system works. 

EC4 can provide information and advice for defining the requirements of the content of the various fields, e.g. using the Syllabus (1).

EC4 can also provide information and advice on:

· measures to compensate differences between pairs of member states

· relevant and appropriate national registers

· guidelines for the training systems and quality assessment of the training

· accordance between the content of the training and the European Syllabus

· guidelines for the content of the training (1)
· competences (2)
· Code of conduct (3)

· flexibility criteria when moving from a Member State to another
Several relevant published guidance documents are in the attached reference list.
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Annex 
Recent real cases of migrating professionals

1. A professional wanted to move from Spain to France. The national authority experiences difficulties in valuing the qualifications, considering that the profession is not homogeneous in Europe, and asks the migrant to turn to the EC4 Registration Commission in order to provide evidence for recognition of professional qualifications.
2. A professional wanted to move from Italy to France. The national authority experiences difficulties in valuing the qualifications, considering that the profession is not homogeneous in Europe, and asks the migrant to turn to the EC4 Registration Commission in order to provide evidence for recognition of professional qualifications.

3. A French Clinical Chemist moved to the UK and worked as a laboratory assistant as she was not registered as a Clinical Scientist here.  She applied to the UK regulator, the Health Professions Council (HPC), to be registered so that she could get a post as a Clinical Chemist.  This was successful, particularly helped by her having EC4 Registration, and she obtained a post as a Clinical Chemist. 

Example cases using the co-regulation system
1. A professional migrating from Spain to Poland. Registration in the appropriate national Spanish register is supposed. Academic education of five years is adequate. Training of four years needs compensation of one year. Content of the compensation year should be in haematology and microbiology. Compensation could be relevant courses, exams of the Polish training program or relevant work experience.
2. A professional migrating from Germany to Belgium. Registration in the appropriate national German register is supposed. Academic education is four years. One compensation year is needed. Training is five years, the duration of which is adequate. The content lacks microbiology. Compensation could be a traineeship, course, work experience, PhD or a publication in a peer reviewed journal on a microbiology topic.

3. A professional migrating from Hungary to the Netherlands. Registration in the appropriate national Hungarian register is supposed. Academic education of five years is adequate. Training of five years is adequate as well. The content is in line with the requirements of The Netherlands. Thanks to the co-regulation system no further compensating measures need be imposed.
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