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CEPLIS Position on the Proposal for a Directive on

the application of patients' rights in cross-border healthcare COM(2008) 414 final 2008/0142 (COD).

Introduction

1.  The European Council of the Liberal Professions (CEPLIS) is the inter-professional organisation that represents the liberal professions at Community level. Its members are either inter-professional federations of professional bodies in individual EU Member States or mono-professional organisations representing professional associations and regulators at EU level. CEPLIS does not represent individual practitioners. It is their professional or regulatory bodies that are members of, or are associated with, CEPLIS.

2.  Several organisations of health-care professions are members of CEPLIS, including the European Council of Nursing Regulators (FEPI), the European Communities Confederation of Clinical Chemistry and Laboratory Medicine (EC4), the European Federation of Osteopaths (EFO), the European Federation of Psychologists Associations (EFPA), the European Society of Aesthetic Surgery (EUSAS) and the Liaison Committee of the European Podiatrists (CLPUE). 

3. At the same time, many national or oversight regulatory bodies of health-care professions, such as those of the Italian Physicians and Dentists (FNOMCeO), the French Radiologists (FNMR), the Nursing and Midwifery Council in the UK (NMC) and the Council for Healthcare Regulatory Excellence of the UK (CHRE), participate in the activities of CEPLIS, as correspondent organisations. The nationally-based inter-professional members of CEPLIS, including those of the UK, Spain, Italy, France, Romania, Belgium, Malta, Luxembourg and Ireland have, within their memberships, the national organisations of most of the health-care professions. 

Support for the Principles in the Directive Proposal
4. CEPLIS welcomes and firmly supports the European Commission’s decision to focus a Directive Proposal on the rights and interests of patients. Patients are always the first priority and concern of health-care professionals in providing their services. 

5. CEPLIS considers that the objectives of the Directive Proposal and the philosophy that underpins it are laudable. In this context, CEPLIS reminds the Commission of its own document on “Common Values for the Liberal Professions in the EU”, in which several of the principles governing the Commission’s Directive proposal are also encompassed.  CEPLIS particularly welcomes the provisions in the Directive Proposal relating to the establishment of the European Reference Networks, sometimes referred to as centres of excellence. 

Concerns about Current Drafting

The European Council of the Liberal Professions (CEPLIS) wishes to express its concern over the lack of clarity in the European Commission’s Directive Proposal in a number of important areas, notably those regarding:

· Definition of cross-border healthcare: It should be made clear if e-health/e-prescriptions/telemedicine, etc, where neither the patient nor the healthcare provider moves but the service is provided across a border, are covered by the definition in Article 4.
· The definition of “hospital care”: The Directive Proposal would benefit from a clearer definition of what will be deemed to be “hospital care”, in the context of the provisions relating to the need for prior authorisation. Indeed, we consider this to be essential. The current lack of clarity in the definition could become the source of serious complications at the time of the transposition of the eventual Directive into national laws and its subsequent implementation in practice. We have particularly in mind that a procedure that in one Member State may be considered to require an overnight stay in a hospital or similar establishment, might routinely be accomplished in another Member State within the day either in a hospital-type environment or an extended primary care facility.

Again, in relation to the need for prior authorisation, it is unclear whether this can be imposed at the outset or only if there is evidence that the implementation of the provisions in the Directive are having a destabilising effect on the provision of healthcare in the “home” Member State.

· Conditions of reimbursement: The current text lacks precision on the conditions for the reimbursement of costs incurred for treatments obtained in Member States other than that of the patient’s origin.

The proposed Directive is in addition to systems that are already in existence under an agreement for co-operation between social security systems in all Member States provided by Regulation 1408/71. This encompasses the European Health Card enabling citizens studying or travelling in a Member State to receive and be reimbursed for necessary healthcare treatment. In addition, citizens who cannot, without undue delay, access necessary healthcare treatment in their own Member State, may be authorised to travel to another Member State to receive that treatment.

Under the existing Regulation, the full cost of treatment would be reimbursed. That will continue to be the case for treatment authorised to be carried out in another Member State under the provisions of Regulation 1408/71. Under the Directive Proposal, however, reimbursement would be capped at the cost of that treatment had it been carried out in the person’s own Member State, with the patient bearing the burden of any costs over that sum. This is bound to raise the question of whether only more affluent citizens, who will have no difficulty in meeting any additional costs, will benefit from the “free movement” provisions of the Directive Proposal.

In addition, the Directive Proposal does not address what will be deemed to constitute “undue delay” in accessing necessary treatment. This is bound to lead to uncertainty and thus continue to be subject to legal argument. CEPLIS understood that one of the objectives of the Directive Proposal was to provide legal certainty for Member States, in the area of cross-border healthcare.  

· Duty of continuity of care: Ensuring effective continuity of care may require the involvement of a significant number of healthcare providers in a minimum of two Member States. More precision must be given on the responsibilities of health-care providers in the patient’s Member State of origin to provide and continue treatments prescribed by the healthcare professionals in another Member State in which the individual received initial treatment.

Also in relation to continuity of treatment, factors affecting transfer of information need to be considered. Even within a Member State, communication of information from one sector of healthcare to another, about the treatment of a patient may be subject to delays or the information transferred may be incomplete. These problems may be compounded when information is to be transferred from health professionals or health organisations in one Member State to those in another. Language may be a barrier and names of medicines used may be different. These problems have to be addressed if safe and effective continuity of care is to be achieved.

· Liability Insurance: As most employed healthcare professionals may be covered through arrangements put in place by their employers and as some independent practitioners may find it extremely difficult to obtain relevant insurance cover, the requirement for health professionals to hold appropriate professional liability insurance needs to be addressed clearly. The wording of the current text, apart from its lack of clarity, could also generate compatibility issues in relation to international insurance contracts.  

· Prescription-related issues: CEPLIS has serious concerns about the practical difficulties that are bound to occur if there is a requirement that a prescription written in one Member State must be dispensed if presented at a pharmacy in another Member State. We recognise that prescriptions for some medicinal products, presumably including Controlled Drugs, will be exempted but this leaves a very large number of prescription-only medicines that will be covered. We accept that, although difficult, it might be possible for the Commission to establish a system that could confirm the authenticity of the prescriber, notwithstanding the devious and quite sophisticated practices that have been seen in some Member States by those seeking to obtain some medicines illegally. Prior to dispensing a prescription, a pharmacist must be able to verify the status of the prescriber and confirm that the individual is authorised to prescribe in his own Member State. Under the Directive, there should be a legal requirement for Member States to have real-time, web-based, searchable lists of registered professionals, with confirmation that those listed meet fitness to practise criteria.

There is a separate important point that the Commission must address in the interests of the person for whom a medicine is prescribed. Not infrequently, when a prescription is presented, a pharmacist finds it necessary to contact the prescriber to discuss or clarify some aspect of that prescription. This is part of the pharmacist’s duty of care to the patient. Making contact in a timely and effective manner can sometimes prove difficult within the borders of one country. Making contact with a prescriber in another Member State would present even more difficulties and in many cases, if contact were made, communication problems would be insurmountable. Effective communication between pharmacist and prescriber and pharmacist and patient, is vitally important in the interests of the patient. The issue of communication also applies to the language in which the prescription is written, used on the label of the container and in the patient information leaflet. If language difficulties mean that effective communication is not possible, other ways of ensuring continuity of care must be recognised as preferable in the interests of the patient.

It has also to be borne in mind that in some Member States some nurses, midwives and pharmacists may be recognised as independent prescribers within national healthcare systems. This will have to be recognised in any process for the establishment of a system to confirm the authenticity of a prescription.

The Directive Proposal states that for the purpose of clarity, the “rules applicable to the actual provision of healthcare is governed the rules of the Member State of treatment”. If something goes wrong, a patient would be guaranteed redress and compensation according to the rules of the country where treatment was provided. In cases where something untoward has resulted from the use of medication following a prescription being written and subsequently dispensed, if there has been negligence, courts have assigned liability proportionately between prescriber and pharmacist based on their individual contributory negligence. In such circumstances, would the patient receive redress according to the rules of the country where the prescription was written or the rules of the country in which the prescription was dispensed? Which would be regarded as the Member State of treatment? In regard to appropriate compensation, it often proved difficult to prove causation and obtain redress within a single jurisdiction. It would be even more difficult if more than one jurisdiction were involved.

· Communication Skills: CEPLIS considers that the Commission should, in the interests of patients, in the context of cross-border healthcare, pay particular attention to the question of communication skills. When a health professional is providing services directly to a patient it is vital that there should be minimal chance of misunderstandings because of difficulty in communication either with the patient or with other health professionals providing services to that patient. The national regulatory bodies for the health professions are currently concerned that they cannot satisfy themselves of the communication competence of healthcare practitioners from other EU Member States who wish to provide services in their country.

· Patient Confidentiality: The current text may generate a number of conflicts between the interest of patients exercising their right to receive cross-border health-care and the legislation relating to data protection of information about individuals, applicable in various EU Member States. This issue has to be addressed, recognising that much national data protection legislation arises from the implementation of other EU legislation.

· Dealing with Complaints: the Commission’s Directive Proposal does not appear to address fully all potential issues that might arise from complaints in the framework of health-care obtained in a Member State other than the one of origin. In general, CEPLIS considers that all legal disputes arising from the provision of a healthcare service should be resolved in the Member State where the treatment was given. However, the final question under the heading of Prescription related issues is also relevant under this heading.
Article 5.1(d) requires Member States to ensure that "patients have a means of making complaints and are guaranteed remedies and compensation when they suffer harm from the healthcare they receive." In the interests of patients, there should be a common framework in all Member States ensuring that a person is in no doubt about the procedure to follow in making a complaint if he or she considers that the required quality and/or safety standards have not been complied with in the provision of healthcare. It would not be in the interests of patients if there were a plethora of different procedures applying in the various Member States.
· Temporary Provision of Services: The current text could, in the opinion of CEPLIS, lead to confusion in relation to the provisions relating to the right of a health-care professional to provide services on a temporary or occasional basis in another Member State. Any such confusion must be avoided.

CEPLIS wishes to point out that where a healthcare service is provided by a practitioner who moves to a Member State to provide services on a temporary or occasional basis under Directive 2005/36/EC, the patient might, understandably, assume that the standards governing the practitioner’s right to practise are those of the Member State in which the healthcare service is provided. That is, however, not the case. Such a healthcare provider’s right to practise is based on his right to practise in his Member State of establishment. That Member State may have different standards governing fitness to practise and ensuring continuing competence. In the interests of patients, the Directive Proposal should provide that the standards applying to the right to practise should, in all circumstances, be those in the Member State in which the service is provided.

· Communication between regulators: In the interests of patients, the opportunity should be taken within the Directive Proposal, to establish a legal duty on regulators of health professionals in each Member State to communicate relevant regulatory information on individual registrants to their opposite numbers in other Member States. This would confirm that patient safety is central to the free movement of health professionals within the EU. 

Although Directive 2005/36/EC requires collaboration on information, some regulators are prevented from doing so because of rigid interpretation of national data protection legislation. This cannot be in the interests of patients, not least in relation to communication of fitness to practise information relating to practitioners.

Brussels, 5th of November 2008
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