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Foreword

Paolo Zacchia (1584–1659), who is often called ‘‘the father of forensic medicine’’,
published a 9-volume work entitled ‘‘Quaestiones Medico-Legales’’, in which he
already dealt with medical malpractice liable to prosecution under the heading
‘‘De medicorum erroribus a lege punibilibus’’. On June 14 and 15, 2011, jurists
and medico-legal experts from several European countries attended a consensus
conference in Rome where Paolo Zacchia had worked as one of the outstanding
founders of legal medicine. The topic of the conference, which took place under
the patronage of the European Academy of Legal Medicine, was medical
responsibility and liability, and the results of this meeting constitute an essential
part of this monograph.

The Constitutio Criminalis Carolina is regarded as the first body of German
criminal law (ratified in 1532 at the Diet in Regensburg) and as an early attempt to
unify the legal system of the Holy Roman Empire. It already included a special
provision concerning medical malpractice.

In the nineteenth century, forensic medicine became a special discipline at
European Universities. Since then, medical responsibility and liability have been
an integral part of medico-legal teaching and research. In practical forensic work,
the assessment of real and alleged malpractice cases is one of the most challenging
tasks of medico-legal experts.

Medical malpractice is defined as professional negligence of a health care
provider who by act or omission causes injury or death due to an offence against
accepted standards of treatment. Both these standards and the regulations con-
cerning professional responsibility and compensations for harmed patients vary by
country and jurisdiction.

Accountability for medical error can be assigned to individual physicians but
also to a group of professionals cooperating in a complex health care system. In
every malpractice claim, it has to be proved that the provider failed to observe the
relevant standard of care resulting in an injury with consecutive damage in
pecuniary or emotional respect. To be qualified as an expert in a medical mal-
practice case, the assessing person must have sufficient knowledge and experience
regarding the specific issue. In many European countries, ascertainment and

v



medical evaluation of suspected malpractice is primarily done by forensic experts
working at institutes of legal medicine.

In their monograph, the authors advanced towards new frontiers by dealing with
the topic on a European level using an interdisciplinary approach. In his capacity
as President of the European Academy of Legal Medicine, Professor Ferrara is
particularly qualified for this transnational perspective.

For a better understanding of the current situation in the field of medical
responsibility and liability it is helpful that the introductory chapters of the
monograph give an overview of the historical background. The same is true for the
legislative and judicial aspects including the rules of causality to be applied.

The systematic presentation of the national specifics by reputed scientists from
various regions (German-speaking countries, UK, France, Spain, Portugal, Italy,
and Baltic States) deserves special mention. On this broad basis, a panel of
renowned jurists and medico-legal experts worked out a document in a consensus
process with the objective to introduce uniform standards for the medico-legal
assessment in cases of suspected malpractice. The ultimate goal of this proposal
for European guidelines is a harmonization of methods and evaluation criteria
similar to the already existing Recommendation on the Harmonization of Medico-
Legal Autopsy Rules.

It is to be hoped that the guidelines proposed by the authors will help to bring
about common principles of medical assessment in the context of malpractice
claims. From this point of view, the editors and authors deserve the special thanks
of the entire scientific community. The affected patients will certainly benefit from
a uniformly high standard of evaluation.

, Stefan Pollak
President of the German Society of Legal Medicine
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Preface

As has often happened in other scientific and disciplinary contexts, the medico-
legal community has provided the first example, by posing an initial remedy to the
heterogeneous detriment of the patient’s rights, through the triggering of a positive
process aimed at European consensus on ascertainment methodology and the
criteria for assessing damage from medical malpractice, on living and deceased
persons.

To this end, the writer, in his capacity as President of the European Academy of
Legal Medicine (EALM) in the years 2009–2012, has preselected and coordinated
a Working Group of European Experts who have contributed to the realization of
the present monograph and the European Guidelines set out in Part V of the text,
the result of a Consensus Conference that took place in Rome from the 14th to the
16th of June in 2011.

This is the final outcome of a three-year evolutionary process of an EALM
scientific project, created on the basis of a specific and coherent rationale (Ferrara and
Pfeiffer 2010), aimed at acquiring knowledge of the ‘‘state-of-the-art’’ of the Euro-
pean medicolegal scientific culture and directed towards the harmonization of the
scientific research, skills, and professional practice of the European biomedico-legal
sciences. With the prospect, now actually forthcoming, of a recording in the Official
Journal of the European Union of the specialization of ‘‘Legal and Forensic Medi-
cine’’, for the time being already recognized in October 2012 by the European Union
of Medical Specialists, such as the ‘‘Thematic Federation’’ of interdisciplinary
interest.

The state of the art, acquired on the subject of professional practice (Ferrara
et al. 2010) and associated guidelines of ascertainment and evaluation, as well as of
scientific research (Ferrara et al. 2011), of innovatory productive capability (Viel
et al. 2011), and of the role of impact of disciplinary Journals (Boscolo-Berto et al.
2012), has permitted the identification of those areas in need of present and future
intervention. In the category of those pertaining to professional practice, ‘‘Medical
Responsibility and Liability’’ and ‘‘Medical malpractice’’ were found to be the
most in need of immediate interest and a marked necessity of early intervention, for
the broad and diversified reasons expressed in Chap. 1 concerning the ‘‘present and
future perspectives’’ of medical malpractice and responsibility.
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In order to acquire cognitive data for a better and more effective development of
the ‘‘Guidelines’’, a structured Questionnaire including dozens of ‘‘items’’ was
utilized, whose comparative assessment proposed to the responsible Authors,
members of the Working Group, the reasoned drafting of Reports on the situation of
Malpractice, institutional and medico-legal roles, possible shared ‘‘ascertainment
methodologies’’ and ‘‘evaluative criteria’’ in the respective countries, as well as,
finally, the evaluation and correction in several successive stages of the ‘‘European
Medico-Legal Guidelines’’ prepared, in the preliminary and first draft, by the Editor
and Co-Editors, up until the definitive sharing that took place in the above-men-
tioned collegial Consensus Conference in Rome.

Chapters 6–12 of Part IV of the monograph, expository of the ‘‘national
reports’’ and the ‘‘Guidelines’’ set out in Chap. 13, Part V, are accompanied by
‘‘historical contributions’’ of a ‘‘medical imprint’’ (Chap. 2) and a ‘‘juridical
imprint’’ (Chap. 3), as well as of a ‘‘comparative supranational European legal
structure’’ (Chap. 4), an in-depth study of principles and concepts concerning
‘‘causal value and nexus of material causality’’ (Chap. 5), and, finally, by a
‘‘glossary, final statements’’ and ‘‘historical iconography’’, designed to supplement
the work in Part VI and furnish the proof of the ancestry and the terminology that
characterize the remoteness and relevance of malpractice, medical responsibility
and liability in the evolution of civilization. An ancestry and complexity that bring
to mind the difficulty of scientific and juridical harmonization, in the course of
attenuation on the basis of national, legislative, state, and legal-procedural models,
gradually more and more similar and today summarized in the Anglo-German,
French, Mediterranean, and Scandinavian models, and, in the near future, in a
European legislative-juridical model, including the unique assimilation of the
systems of assessment of damage to the person and of related temporary and
permanent impairment.

Consistent with the rationale of the work’s design and execution, as well as
from the compendium of the operations put in place through this project, we hope
to derive tangible benefits for patients and their families, for physicians and
healthcare institutions, for jurists and medico-legal experts, for national economic
macro-systems where the effect of the costs of malpractice absorbs substantial
resources. More specifically, the uniformity of medico-legal assessment in every
European Member State, based solely on rigorous and shared methodology and
criteriology, will be focused on the objectivity of scientific data inferable from
Treatises and from Publications of ‘‘Evidence Based Medicine’’.

The Patient and the Doctor will see applied throughout Europe the principles of
systematic objectification and evidence of data, with the consequent result that the
damage of each European patient-user will be able to be ascertained and evaluated
in the same way, regardless of the country where he/she has received healthcare
assistance.

The Healthcare System, benefiting from the clear references of a route of
codified verification, will agree on a more rapid convergence of conflicting posi-
tions. And even more than that, the system will be better able to contribute to the
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refinement of prevention and the clinical risk management of adverse events and
malfunctions which generate medical malpractice.

Additional and desirable developments of the scientific initiative for consensus
will consist in sensitizing the Council of Europe in the creation of an Institutional
Organ with the role of a ‘‘Reporting System’’, on which to confer the role of
proposing specific directives to the European Union, aimed at rationalizing and
standardizing operating systems, budgets and the evaluation of Medical Mal-
practice and Liability in all European countries.

To the Reader and possible user of the Guidelines, which has also been pre-
pared as a digital version in order to facilitate an easier professional use, is
addressed the wish that any observations, comments, and above all, criticisms
concerning improvement to the work be communicated to the Editor.

To the Co-Editors, R. Boscolo-Berto and G. Viel, the Authors of the chapters,
and the Guidelines,

Arbarello P, Ausania F, Baccino E, Bajanowski T, Cacciavillani I, Caplinskien _e M,
Castellano Arroyo M, De Angel Yágüez R, Fracasso T, Frati P, Gulino M, Pauliukevičius
A, Rabl W, Raposo VL, Raudys R, Ricci P, Rippa Bonati M, Teteris O, Vabel G, Väli M,
Vanezis P, Vieira DN, Villanueva E, Zampieri F, as well as the Publisher,

the most cordial thanks and appreciation for the distinguished individual and
collegial contributions offered towards the realization of the monograph.

S. Davide Ferrara
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Chapter 1
Present and Future Perspectives
for Medical Malpractice, Responsibility,
and Liability

S. Davide Ferrara, Guido Viel and Rafael Boscolo-Berto

Abstract This chapter examines the epidemiology of malpractice in Europe
outlining the causes of the huge increase of this phenomenon, which has passed the
stage and the connotation of mere Epidemic. Although the European Council has
promoted actions to identify good practice in medical liability in 47 Member
States, to allow a more uniform approach to the issue, the legal systems, operative
roles, and institutions that handle medical responsibility in Europe remain heter-
ogeneous and raise the need for an extensive harmonization process. The fol-
lowing chapters of the monograph and the medico-legal consensus guidelines
developed under the patronage of the European Academy of Legal Medicine
constitute a first step in this process of harmonization.
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