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This volume is a landmark for demythologising the buzzword ‘personalised medicine’, critically 
differentiating between hype and false hopes on the one hand and realistic approaches and outlooks on 
the other. By comprehensively comprising a wide range of  excellent normative and empirical studies, it 
empowers anyone interested in better understanding the presuppositions and consequences of  the term 
‘personalised medicine’ to form a well-informed judgement on one of  the most augured ideas in cutting-
edge medicine.

Peter Dabrock, University of  Erlangen, Germany, and Vice Chair 
of  the German Ethics Council and member of  the European 

Group on Ethics in Science and New Technologies (EGE)

The concept ‘personalised medicine’ has become a buzz word in contemporary medicine. However, 
it is not at all clear what the concept entails. The suggestion is that treatment will be adapted to the 
individual patient. Yet, the basis is not knowledge of  the individual patient, but statistical analysis 
of  characteristics of  patient groups. Moreover, individual patient wishes and preferences may become 
less relevant, if  treatment options are seen in terms of  chances of  patient groups. This book contains 
critical discussions of  the concept of  ‘personalised medicine’, both from an empirical and a normative 
perspective. It provides a timely and needed contribution to the debate.

Guy Widdershoven, VU University Medical Center, Netherlands

Gathering together a broad range of  academics working in this important area, this book considers 
comprehensively the conceptual, ethical and practical issues associated with the ethics of  personalised 
medicine. The editors are to be congratulated on this volume and for the way in which it carefully reflects 
on the issues involved in personalised medicine and its application in practice.

Mark Sheehan, University of  Oxford, UK
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Introduction
Jochen Vollmann, Verena Sandow, Sebastian Wäscher and Jan Schildmann

‘Personalised medicine’ is commonly understood as the application of  
biological (for example, genomic) data to improve the diagnosis, therapy and 
prevention of  diseases. Over the last few years, this phrase has become the 
symbol of  medical progress and a label for better health care in the future. 
However, a controversial debate has developed whether these promises of  
better, more personal and more cost-efficient medicine are realistic. Therefore, 
the book assembles contributions of  leading experts from normative and 
empirical disciplines with a focus on a critical reflection about ‘personalised 
medicine’ – a topic which is often dealt with in a rather uncritical way in 
current literature.

One important source for the research comprised in this volume is 
the four-year collaborative research project Personalised Medicine in Oncology: 
An Interdisciplinary Study on Ethical, Medical, Economical and Legal Aspects 
funded by the German Federal Ministry for Education and Research 
(Bundesministerium für Bildung und Forschung – BMBF). Experts from the 
fields of  medical ethics, oncology, health-economics and law present findings 
from this joint research collaboration. The second source for contributions 
is a selection of  presentations from the 2013 conference of  the European 
Association of  Centres of  Medical Ethics (EACME) ‘Personalised Medicine’ – 
Medicine for the Person? Ethical Challenges for Medical Research and Practice. The 
conference attracted leading researchers from Europe, North America and 
other continents which provided a forum for a multidisciplinary debate on 
the current state of  research on the ethical, legal and social implications of  
personalised medicine.

The book is structured in three main parts which cover important topics in 
the field of  personalised medicine beginning with the clarification of  the vague 
concept of  personalised medicine, through the presentation and reflection 
of  clinical application, to a discussion on structural aspects of  personalised 
medicine. A fourth part completes the book with recommendations for future 
development in personalised medicine. 
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Part I: Personalised Medicine – Medicine for the Person? Concepts 
and Contextual Aspects

The first part of  the book reflects on the general concepts of  personalised 
medicine. Therefore, questions on the meaning of  the term ‘personalised 
medicine’ and related topics are discussed. The contributions stretch from 
definitions (Schleidgen and colleagues) and possible paradigm shifts (Fischer and 
colleagues; Browman) to the question of  personhood (Wabel; Wirth; Heusser).

Sebastian Schleidgen and his colleagues argue that the lack of  a clear 
definition of  personalised medicine is problematic for both conceptual and 
empirical research. The aim of  their chapter, ‘What is Personalised Medicine? 
Sharpening a Vague Term Based on a Systematic Literature Review’, is to 
develop a definition of  personalised medicine to solve the problems arising 
from the vague use of  the term. The authors conduct a systematic review in 
order to derive a definition of  the term ‘personalised medicine’.

Tobias Fischer and his colleagues locate the discussion on personalised 
medicine between hypes, hopes and risks. The authors state that aspects of  
personalised medicine are situated in the realm of  hypothetical ethics. With 
their chapter, ‘Alarming Symptoms of  a Paradigm Shift? An Approach to Bridge 
the Gap between Hypothetical Ethics and the Current Status of  Individualised 
Medicine Research’, they present an approach to bridge the gap between 
hypothetical ethics and the current status of  research on personalised medicine.

Thinking of  personalised medicine in terms of  a paradigm shift, George 
P. Browman illuminates in his chapter, ‘Personalised Medicine: Getting Past 
the Controversies’, how new ways of  thinking often begin with controversial 
discussions and then, slowly, arrive at more fruitful conversations. The aim of  
his chapter is to contribute to the discussion on personalised medicine in order 
to change the way of  speaking from controversy to consensus. He sets up a 
framework for the future accessibility of  personalised medicine and differentiates 
between two conceptual packages with unsolved and rising problems.

While these three chapters discuss very foundational questions of  personalised 
medicine, the following three chapters focus on aspects of  personhood and 
autonomy in personalised medicine.

Thomas Wabel argues in favour of  a concept of  ‘embodied autonomy’ in his 
chapter, ‘Patient as Person in Personalised Medicine: Autonomy, Responsibility 
and the Body’. This concept avoids a dualism of  body and mind and is driven 
by the idea that ‘mind is essentially embodied’. To strengthen his argumentation, 
he uses empirical results from interview studies on personalised medicine as an 
example of  how to conceptualise ‘embodied autonomy’.

Matthias Wirth analyses the term ‘personalised’ from a phenomenological 
theoretical perspective. In his chapter, ‘The Authority of  Corporeality and 
Emotions: The New Phenomenology and its Relevance to the German Debate 
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on Personalised Medicine’, he shows how a concept of  corporeality broadens 
our view of  a personalised medical treatment. He argues that neither the 
immaterial nor the material aspect of  human existence refers exclusively to the 
phrase ‘personalised’.

In line with Wabel and Wirth, Peter Heusser analyses the term ‘person’ in 
personalised medicine and agrees that a person is more than a mere genetic set-
up. In his chapter, ‘Towards Integration of  “Personalised” and “Person-centred” 
Medicine: The Concept of  “Integrative and Personalised Health Care”’, he 
shows a friction between the scientific concept of  personalised medicine as 
molecular medicine and the understanding of  the term by lay people.

Part II: Personalised Medicine in Clinical and Practical Research

The second part of  the book shifts from the theoretical perspective to the 
application of  personalised medicine and draws a line from critical conceptual 
contributions on biobanking (Winkler and colleagues; Hirschberg and 
colleagues), through clinical research on new genetic biomarkers (Port and 
colleagues) to a general reflection from a social science perspective (Wöhlke 
and colleagues; Wäscher and colleagues; Prainsack).

The first two chapters discuss aspects of  biobank research in the context of  
informed consent. Both chapters present various problems of  biobank research 
and concentrate on informed consent procedures, but choose different ways of  
coping with the complex issue of  consent in biobank research.

Eva C. Winkler and her colleagues argue from a clinical perspective and 
develop an ethical framework on this basis. They point out several ethical 
issues connected to genomic data use in medicine in their chapter, ‘Ethical 
Considerations for Developing a Best-Practice Guideline for Next Generation 
Sequencing in Oncology’. The main aim of  the chapter is to give an overview 
of  ethical and clinical questions concerned with the patient information process 
and consent in biobank-based genomic research.

Closely connected with Winkler, Irene Hirschberg and colleagues analyse 
guidelines on consent in biomedical research in order to develop a tool to 
distinguish relevant aspects of  informed consent in biobank research in their 
chapter, ‘Practice Variation across Consent Templates for Biobank Research:  
A Survey of  German Biobanks’.

On the basis of  a meta-analysis of  publications dealing with acute myeloid 
leukemia (AML), Matthias Port and his colleagues provide an account of  the 
current evidence on the role of  biomarkers for treatment and prognosis of  this 
disease. In the chapter ‘Individualised Medicine in the Diagnosis and Prognosis 
of  Patients Younger Than 65 Years with Normal Karyotype Acute Myeloid 
Leukemia: A Systematic Review and Meta-Analysis of  the Impact of  Fms-Related 



The Ethics of Personalised Medicine

4

Tyrosine Kinase 3 Internal Tandem Duplication (FLT3-ITD)’, the authors identify 
the FLT3-ITD mutation as an important prognostic parameter in AML therapy 
and also discuss the challenges to critically appraise the relevance of  biomarkers.

Three chapters take a social science perspective on clinical research in 
personalised medicine.

Sabine Wöhlke and colleagues analyse patients’ perspectives on personalised 
medicine with a qualitative research design (observations and interviews). 
In their chapter, ‘Taking it Personally: Patients’ Perspectives on Personalised 
Medicine and its Ethical Relevance’, they concentrate on ethical aspects of  
information and decision-making within the context of  stratified treatment of  
rectal carcinoma.

Sebastian Wäscher and his colleagues give insights into the clinical social 
reality with their chapter, ‘“Personalised Medicine” in Oncology: Physicians’ 
Perspectives on Contributions to and Challenges for Clinical Practice’. They 
use qualitative interviews to illuminate the attitudes and values of  oncologists 
who are confronted with the development of  personalised medicine in their 
daily practice. The physicians draw a differentiated picture of  personalised 
medicine in which they stress the advantages of  stratifying therapies as well as 
the practical problems resulting from such a development.

Barbara Prainsack links the discussion on biobanking and the application of  
specific genomic data to a larger discussion on the clinical use of  personalised 
medicine in her chapter, ‘Through Thick and Big: Data-Rich Medicine in the 
Era of  Personalisation’. She critically asks questions on the use of  data and 
points out several challenges, such as the clinical utility of  ‘big data’.

Part III: Personalised Medicine in Health-Care Systems

The third part of  the book assembles contributions on methodological and 
normative aspects relevant to the implementation of  personalised medicine in 
health-care systems. This includes research on methodological characteristics 
of  drug assessment (Windeler and Lange), aspects of  reimbursement decision-
making (Hessel; Noweski and colleagues), questions on the fair allocation 
of  genetic testing (Rogowski and colleagues), legal aspects of  orphanisation 
(Gottwald and Huster) and a critical analysis of  priority setting and opportunity 
costs in European public health-care systems (Vollmann).

Jürgen Windeler and Stefan Lange argue in their chapter, ‘Benefit Assessment 
of  Personalised Interventions: Methodological Challenges and Approaches to 
a Solution’, that, from a methodological point of  view, no new concepts of  
quality assessment for personalised medicine are needed. Personalised medicine 
can be judged under the stance of  evidence-based medicine, which usually 
means prospective controlled intervention trials.


