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26 April 2004

Dear Colleague,

Competence to be a Consultant in Clinical Chemistry and Laboratory Medicine

Consultation on Draft Guidelines

I write as the chair of an EC4 Working Group that has been given the task of writing guidelines to explain the roles undertaken by the most senior members of our profession and the competences required to fulfil those roles.  The Working Group has reached the stage of a draft document and it wishes to consult widely within EC4 on the content and presentation of these draft guidelines.

Accompanying this letter you will find:

· The draft guideline (eight pages)

· A response sheet that you should use when responding to the consultation (two pages)

Please discuss the guidelines widely and return your comments to me on the response sheet to arrive by Thursday 30 September 2004.

Depending on the extent of feedback the Working Group may send out a revised version of the document for further comment. The wish of EC4 is that the final version of the guideline will be in the form of a publication in the journal Clinical Chemistry and Laboratory Medicine.

Please contact me if you require any additional information or clarification of any point.

Yours sincerely
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Graham H Beastall


(Chair of Working Group)

European Communities Confederation of Clinical Chemistry & Laboratory Medicine (EC4)

Competence to be a Consultant in Clinical Chemistry & Laboratory Medicine

Consultation Draft: April 2004

1.  Introduction

This document provides guidelines to explain the roles undertaken by the most senior practitioners in Clinical Chemistry & Laboratory Medicine and the competences required to undertake those roles.  For the purposes of this document the term ‘consultant’ has been adopted to describe these senior professionals according to the definition in Section 2.

The guidelines are generic in nature, recognizing that the roles on individual consultants will differ according to the background of the individual practitioner and the country and terms of employment. The guidelines are intended to be equally applicable to consultants who have initial training in medicine, chemistry, pharmacy or another relevant science.  

It will be for individual national societies of Clinical Chemistry and Laboratory Medicine to interpret these guidelines for optimal use in their own country.

2.  Definition of a Consultant in Clinical Chemistry and Laboratory Medicine

A consultant is a senior professional with responsibility for the design, development, delivery and direction of a clinical and/or scientific service in the area of Clinical Chemistry and Laboratory Medicine. A consultant functions as an autonomous practitioner within the overall strategic plan of his/her employing authority and is accountable for service quality, including data interpretation and clinical liaison. A consultant has demonstrated competence to a level consistent with the requirements of a European Specialist in Clinical Chemistry and Laboratory Medicine and undertakes continuing professional development.

3.  Model Job Description for a Consultant in Clinical Chemistry and Laboratory Medicine

a) Description to be completed for each specific post:

Title of post:

______________________________

Grade of post:

______________________________

Location of post:

______________________________

Accountable to:

______________________________

Accountable for:

______________________________

Scope of post:

______________________________

b)   Main duties of post:

This section lists the main duties of a ‘typical’ consultant in Clinical Chemistry and Laboratory Medicine. Not every consultant will be required to undertake all these duties (e.g. research and teaching roles may be restricted to larger laboratories). The duties for each specific consultant post should be specified in a job description.  The main duties of the post are likely to include:

· To maintain up-to-date knowledge of clinical, scientific and technical developments within the discipline

· To participate in continuing professional development and maintain appropriate records 

· To be responsible for the overall quality of the laboratory service in line with appropriate national and international standards

· To be responsible for the selection, implementation and performance of analytical methods and instrumentation

· To ensure participation and satisfactory performance in appropriate internal, regional, national and international quality assessment schemes

· To contribute to the selection of laboratory information and communication technology and to ensure that it is compatible with analytical instrumentation and any host information system

· To participate as a member of the clinical team and communicate on a regular basis with users of the service in order to ensure that it is consistent with their requirements

· To offer clinical guidance and scientific advice to other health professionals on the selection, performance and interpretation of clinically relevant investigations to facilitate the diagnosis, treatment, monitoring and understanding of health and disease in normal subjects and patients 

· To participate in the direct clinical care and management of patients as appropriate to initial education and training

· To participate as required in an out-of-hours clinical advisory rota, which will involve being available for telephone contact rather than physical presence in the laboratory

· To initiate and participate in clinical audit

· To initiate, supervise and collaborate in research and development projects on relevant clinical and scientific problems within appropriate ethical standards

· To be responsible for the training of health professionals in the discipline of Clinical Chemistry and Laboratory Medicine

· To provide relevant teaching and training at varying levels for health professionals and students outside the discipline

· To participate in the overall management of the discipline and related services as required by the employing authority

· To participate in the process to recruit staff in the discipline

· To participate in regular performance review or appraisal of staff

· To provide professional advice, as appropriate, to individuals, organisations and government

· To behave in a professional manner at all times and to comply with appropriate legal and ethical standards and codes of conduct

4.  Competences required of a Consultant in Clinical Chemistry and Laboratory Medicine

A consultant requires the basic core knowledge and skills to work in the specialty. These are generally obtained from formal training programmes. In addition, however, a consultant requires higher level competences which focus on the ability to take responsibility for autonomous practice. Higher level competences are usually attained from experience in practice. It is recognized that there is no clear division between these basic and higher competences and that the classification is one of convenience rather than practical significance.  

In the following paragraphs the basic and higher level competences are listed as generic proficiency standards under six major headings. These generic proficiency standards require to be defined for each individual consultant post, according to the roles associated with that post. These should be regarded as minimum proficiency standards consistent with consultant status.

a)  Clinical Standards

Basic Level – Understanding normal physiology and the pathology of disease

· Understanding of the normal functioning of the human body in order to provide a foundation for the understanding of disease processes

· Understanding of the underlying mechanisms of the pathology of disease

· Ability to recognise the significance of changes in relevant signs, symptoms and laboratory parameters and relate them to specific diseases or conditions

· Ability to understand the effects of diagnostic or therapeutic procedures and their impact on laboratory parameters

· Ability to interpret results from investigations relevant to the discipline within the wider context of the clinical situation taking account of any pre- and post-analytical variables

· Ability to devise an investigation strategy taking into account the full clinical picture

· Possession of sufficient ‘clinical knowledge’ to be able to communicate the relevance of laboratory results to clinical and other professional colleagues and to patients and their representatives, as required

Higher Level – Detailed knowledge of the pathophysiology of disease, often in a

 
specialist area

· Detailed current understanding of the pathophysiology of disease with particular relevance to the discipline

· Understanding of the current clinical, scientific and technical aspects of one or more specialist areas within the discipline

· Experience in the clinical decision making process including understanding the significance of the results from an investigation, independent interpretation and the giving of advice on subsequent investigations or management

· Ability to obtain independent information from the literature or from an expert to add value to the clinical significance of a result and influence subsequent investigations or management

· Ability to participate in and lead clinical audit initiatives to establish the effectiveness on investigations

· Ability to participate in multidisciplinary clinical meetings to represent the practice and relevance of discipline

b)
Scientific Standards

Basic Level – Critical skills in the use of knowledge and data together with the ability to            

          make a basic assessment of problems

· Understanding the science that underpins the discipline and the broader aspects of medicine and clinical practice

· Understanding of the advantages and limitations of common procedures and methods used within the discipline to investigate patients

· Awareness of the evidence base that underpins the use of the procedures employed by the service

· Ability to advise on the choice of samples and aspects of patient preparation relevant to the discipline

· Ability to read and critically appraise the literature

· Experience of searching for information, critical appraisal of information and integration into the knowledge base

· Awareness of scientific developments within the discipline and their likely impact on service provision

· Basic research skills to be able to identify problems, suggest ideas, develop an experimental plan to resolve a problem and communicate results

· Knowledge of basic statistics and predictive values and an appreciation of their relevance to the science of the discipline

Higher Level – Critical skills in troubleshooting, innovation and appraisal 

· Maintenance of an up-to-date knowledge of the scientific and technical aspects of the discipline

· Ability to recognise and define problems and progress through investigation to solution

· Ability to design and introduce new methods or improvements to existing methods 

· Ability to critically review evidence, formulate hypotheses, design and conduct appropriate experiments, evaluate and disseminate results

· Understanding of evidence-based medicine and how to apply levels of evidence to optimising service provision within the discipline

· Ability to support and lead research and development programmes in the discipline, including the supervision of junior colleagues

· Ability to contribute to individual and/or collaborative research programmes beyond the discipline

· Ability to referee scientific endeavour in the form of publications or project proposals

· Competence in writing reports and scientific publications

c)  
Technical Standards

Basic Level – Analytical techniques and good laboratory practice

· Understanding of the principles of the techniques and methods employed in the discipline

· Proficiency in the commonly used techniques and methods in the discipline

· Ability to interpret quality control and quality assurance data and take appropriate restorative action when performance deteriorates

· Ability to use knowledge of basic analytical principles to resolve problems related to samples, reagents or methods

· Understanding of the principles and practice of health and safety at work

Higher Level – Technical trouble shooting and innovation

· Detailed knowledge of the underlying principles and limitations of techniques and methods employed in relevant specialist areas of the discipline

· Understanding of methods of calibration and traceability

· Ability to design, implement and evaluate procedures for troubleshooting poorly performing methods

· Ability to design and implement protocols for equipment procurement and evaluation

· Ability to design and implement protocols for the introduction of new or improved methods

· Understanding of relevant European and ISO directives and the impact that they have on the availability and performance of methods for the discipline

d)
Communication Standards

Basic Level – Within the discipline and to users of the discipline

· Ability to use information technology and modern methods of communication and to understand the requirements for back-up, security and the regulations for legal and ethical use

· Ability to communicate effectively with colleagues within the discipline and with users of the service as appropriate

· Ability to assess a situation and act on behalf of the discipline within known limits of responsibility

· Ability to present findings in both written and spoken media through reports, scientific papers, posters, seminars and lectures

· Ability to train colleagues in defined areas

Higher Level – To the wider clinical, scientific and political community

· Understanding of the benefits of advanced information technology as a means of improving communication using unified coding and electronic networks

· Ability to lead a group discussion and chair a committee meeting effectively

· Ability to communicate the achievements and needs of the discipline within the employing authority and the wider clinical community

· Ability to represent the discipline in multidisciplinary meetings and strategic planning operations

· Experience of external clinical audit as a means of delivering improvement to both service quality and appropriateness of testing

· Awareness of the importance of teamwork in the development of the discipline and the profession

· Active participation in relevant professional bodies and multidisciplinary scientific and clinical conferences and meetings

· Awareness of the opportunities for and limitations of promoting the discipline in the wider political and public arenas

e)
Management and Leadership Standards

Basic Level – Management of staff, financial and physical resources

· Understanding of the basic principles of management

· Understanding of the range of tasks and skills necessary for the effective management of the service

· Understanding of the role and contribution of the service in the wider clinical environment

· Understanding of health and safety issues related to the discipline

· Understanding of the principles of quality assurance, audit and accreditation relevant to the practice of the discipline

· Awareness of personnel issues related to training, record keeping and codes of behaviour

· Understanding of basic aspects of financial management as they apply to the discipline

· Awareness of the need for management of the physical resources used for the provision of the service

Higher Level – Strategic direction, team building and leadership

· Ability to take a leadership role in strategic planning for the discipline with the knowledge of recent developments and the needs of the users

· Ability to lead and motivate a team of staff within the discipline with sensitivity and direction

· Leadership skills to ensure effective staff management including the development of appropriate skill mix, recruitment, workforce planning, training, performance review and continuing professional development

· Ability to undertake effective performance review or appraisal of senior colleagues

· Ability to fulfil the requirements of business planning, budgeting and resource management 
· Understanding of all administrative tasks within the department and ability to exercise leadership to ensure their completion

· Ability to manage research and development projects and programmes

· Ability to justify to clinical colleagues individual diagnostic and therapeutic procedures in the laboratory repertoire and to utilise evidence in support of clinical service development
· Ability to represent the discipline at local, regional and national level in the healthcare community and more widely as appropriate

f)
Professional Autonomy and Accountability Standards

Basic Level – Professional accountability for oneself

· Ability to practice in a non-discriminatory manner within the legal and ethical boundaries of the profession and in line with appropriates codes of conduct

· Ability to maintain confidentiality and to understand the need for informed consent where appropriate

· Ability to exercise a professional duty of care by understanding and respecting the needs of patients and users of the laboratory service

· Knowledge of the limits of one’s personal scope of practice and when to seek advice

· Understanding of the need for the maintenance of accurate and legible records appropriate to scope of practice

· Understanding of the need for career-long continuing professional development and performance review

· Understanding of the obligation to maintain and demonstrate competence in all areas related to the job role

· Recognise the need for effective self-management of workload and be able to practise accordingly

· Ability to work in partnership with other professionals as appropriate

Higher Level – Professional autonomy and accountability for others

· Ability to define the limits of practice of appropriate staff working in the discipline

· Understanding of the need for regular performance review or appraisal of staff working in the profession and for appropriate support measures

· Acceptance of responsibility for the scope and quality of the service for which one is responsible

· Acceptance that the laboratory service must work within the corporate strategy and be part of the corporate governance of the overall health institution or parent company

· Awareness of the need for recording and investigating all complaints about the service and for corrective action

5.  Assessing the Competence of a Consultant in Clinical Chemistry and Laboratory Medicine

The detailed assessment of competence will vary with the country and the employing authority involved and so this document aims only to give broad guidelines.  There are at least three levels of assessment:

a)
Professional Qualifications

Professional qualifications and experience should be assessed as part of the appointment procedure for a consultant. Qualifications should be of an appropriate academic content, standard and duration for the specific consultant post. In general formal educational requirements should comply with the syllabus and duration of study prescribed for a European Specialist in Clinical Chemistry and Laboratory Medicine. Assessment of professional qualifications and experience by an expert from outside the employing authority may be part of the appointment procedure.


b)
Registration Status

Many European countries have a requirement for professional registration with an appropriate national body in order to be able to practice. In a growing number of countries this is a legal requirement and in some there are separate registers for medical and non-medical practitioners.  Clearly, any consultant in Clinical Chemistry and Laboratory Medicine must comply with the registration requirements of the country and staff group in which he/she practices. In addition, the European Specialist in Clinical Chemistry and Laboratory Medicine is a high level registration that equates to the minimum standard to practice as a consultant and it provides a useful benchmark of competence.  European registration is increasingly being recognised as an aid to free movement between countries of the European Union.

c)
Continuing Professional Development and Performance Review

Throughout Europe consultants in medical and clinical disciplines are increasingly being required to undertake continuing professional development and to submit themselves for regular performance review. It is likely that this combination of criteria will develop into the main route to the ongoing assessment of consultant competence. Responsibility for continuing professional development is that of the individual consultant who is required to produce evidence of relevant education, achievement and experience. Evidence of continuing professional development is part of the performance review process, together with a more formal process to assess compliance with the proficiency standards for the individual consultant post.
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European Communities Confederation of Clinical Chemistry and Laboratory Medicine (EC4)

Competence to be a Consultant in Clinical Chemistry and Laboratory Medicine

Response Sheet for Consultation Exercise

Introduction

Please return your comments on the draft guidelines using the format defined in this response sheet. Please ensure that your comments are returned to gbeastall@gri-biochem.org.uk no later than 30 September 2004.
Details of Respondent

Name of individual:



___________________________________

Email address of individual:


___________________________________

National Society or group represented:

___________________________________

Specific Questions

1. Do you understand the purpose of these draft guidelines?  (Add any comments)


2. Do you accept the term ‘consultant’ to describe the most senior practitioner in Clinical Chemistry and Laboratory Medicine? (If not, suggest an alternative)

3. Are you aware of any similar work that has been performed for Clinical Chemistry and Laboratory Medicine? (If so, send a reference or a copy of the document)

4. Do you consider the separation of the competences into ‘Basic’ and ‘Higher’ to be logical and easy to understand? (If not, suggest an alternative approach)

5. Do you regard the classification of the competences into the six chosen areas to be logical and easy to understand?> (If not, suggest an alternative)


6. Has anything of importance been omitted from the document?  (If so, specify)

Specific Questions (continued)

7. Should anything be omitted from the document? (If so, specify)

8. Can the competences be applied to both medical and non-medical consultants?  (If not, explain reasons)

9. Do you consider that the best way to publicise the guidelines is via an article in CCLM? (If not, suggest an alternative)

Your Comments

Please list below your comments on the content and presentation of the draft guidelines:
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