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Foreword
This publication is the result of a European workshop held in December 2012 in Brussels, as a joint initiative of the King 

Baudouin Foundation and the Belgian Advisory Committee on Bioethics. We brought together a diverse group of 30 ex-

perts, coming from a variety of backgrounds and with different perspectives, for a very intensive two-day programme. 

All participants1 were invited to identify and discuss the societal and ethical values at stake in healthcare reimbursement 

decision making, starting from the current reality and specifically using exemplary cases that are on the agenda in several 

countries in Europe. This mapping and framing workshop is the first step in an ambitious project aiming to explore ways in 

which these decisions can be made more consistent with ethical reasoning and societal preferences.

The rationale of this project is as follows: one of the models that define the objectives of a good healthcare system refers to 

accessibility, sustainability and quality. Increasing tensions exist between these three areas, as both healthcare needs and 

new technologies exceed affordable supply in Western healthcare systems. As a result, resource allocation decisions are 

inevitable. This raises two issues. The first is the willingness to pay for this system given that we are currently in an economic 

crisis. The second is distributive justice, or the distribution of resources within the system. These are a few of the criteria that 

are often used to evaluate decision-making mechanisms in the healthcare system. 

Our starting point is that the social and ethical aspects of medical and technological innovation should be discussed just as 

seriously as the scientific, technical and economic aspects. Decision-making processes within the health system should be 

sufficiently robust to deal with all of these aspects and dimensions. Individuals can then question whether this is the case 

in the current system in their countries. 

The central question facing this project is: How can we better integrate social values and preferences in current healthcare 

reimbursement decision-making? We are not calling for the construction of a completely new system. We are not utopians. 

A more operational question would be: How can we integrate new tools, new actors or new tasks within existing policy 

frameworks in Belgium or elsewhere? 

The main geographical focus of this project is Belgium, but similar questions and challenges arise in most European countries. 

As a result, we decided to open the discussion to what is taking place in neighbouring countries. We hope that this publication 

will be of use for those reflecting on these issues and help them to gain a deeper understanding of what is at stake.

During the workshop 10 case studies were introduced and discussed, three keynote contributions were presented and 

four discussion panels were conducted.2 The participants covered issues related to both substance and governance. This 

publication is intended to offer insight into these issues.

This is an ongoing process and we will be continuing to share new insights and improvements in practice.

Gerrit Rauws 
Director of the Health Programme 

King Baudouin Foundation

1	  For information on participants, see Appendix 3.

2	  Appendix 2 contains the programme of the workshop.
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Introduction
The Board of the Belgian Federal Advisory Committee on Bioethics enthusiastically accepted the invitation to collaborate 

with the King Baudouin Foundation on this project. The Belgian Committee receives numerous requests for opinions on 

justice and solidarity in the Belgian healthcare system. Having issued a very wide-ranging opinion in the First Mandate 

of the Committee (Opinion nr. 7 concerning the access to healthcare in 1998), in March 2013 the plenary session of the 

Committee conducted a first reading of a new opinion on medical treatments that are not reimbursed by the sickness 

funds and are extremely expensive for patients.

When ethicists think about justice, the starting point is always the formal principle set out by Aristotle: “Equals must be 

treated equally and unequals must be treated unequally.” At the beginning of the discipline of what is known as “bioethics”, 

around 1970, bioethicists had an almost entirely one-sided way of approaching this issue – theories on justice and solidar-

ity were virtually ignored. They simply referred to social ethics and social ethicists and took their views for granted. 

Social ethicists were developing ethical theories on a more content-based approach, referring to equal sharing, need, ef-

fort, contribution, merit, free market exchanges and so on. These theories were then applied to ethical debates concerning 

the organization of healthcare. 

In Europe, the most important theories were based on the principle of equality: everyone should have equal access to 

healthcare and has a right to decent healthcare. This egalitarian approach, although dominant in European societies, has 

withstood ongoing Anglo-American critiques. A renewed interest in the principle of “merit” is emerging, that is, a person 

must deserve a good quality of healthcare (lifestyle suggestions, not smoking, not drinking, no drug abuse, etc.). Others, 

particularly ethicists working in the United States, have stressed individual responsibility for healthcare, based on a more 

individualistic approach to society and regulation. Those who are unable to afford adequate healthcare insurance should 

be cared for by charity organizations, most of which are religious. 

Until 1990, bioethicists were primarily concerned about the quality of patient-physician relationships and the ethical in-

tegration of new technologies, for example reproductive medicine, end-of-life decision-making, etc.). This has changed 

radically because of the need for societal contextualization. What is the value of advocating the right to receive medical 

treatment when increasingly financial restraints must be respected? 

Curiously and interestingly enough, this new interest in justice in relation to healthcare allocation had all the characteristics 

of the mainstream of bioethics, brought together in the so-called “principlist” approach. The beginning of bioethics was in 

fact linked to the development of “principlism”. Principlism originated at Georgetown University in the United States and 

the Kennedy Institute of Ethics, starting with the publication of a major textbook on Principles of Biomedical Ethics in 1974, 

which is now in its seventh revised edition. We can clearly observe the change and evolution in interest that have slowly 

evolved as social issues have come to receive more and more attention. 
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It is important to know that principlism stands for procedural ethics: social issues such as justice are also presented in a 

procedural way, as we can see in the Oregon experience3 with the new concept of prioritization in healthcare allocation. 

This is about finding mechanisms for adequate decision-making in medicine and healthcare. Principlists are convinced 

that we should investigate the opinions of all participants in society to ascertain the best priorities for a healthcare system. 

The Oregon experiment is a perfect illustration of this approach. Tele-voting, community hearings and telephone confer-

ences were organized to establish a ranking between healthcare provisions. This same procedural approach can also be 

found in the report from the Dutch Dunning Committee on Choices in Healthcare. This report uses the very helpful princi-

ples of efficiency, effectiveness and responsibility, having already conducted the debate on necessity. 

It is clear that we are all facing a great challenge: how can we bring together more content-based and more procedural ap-

proaches in the ethical discussion on the organization of healthcare? As a representative of the Belgian Advisory Committee 

on Bioethics, it is my hope that the growing interest in these debates may help decision-makers and stakeholders to reflect 

more deeply on the organization of adequate healthcare systems. I also hope that we may bring about a synthesis of mul-

tiple ethical approaches, thereby reaching a higher level of transparency. 

Paul Schotsmans
Professor of Medical Ethics, Faculty of Medicine, K.U.Leuven 

Vice-Chair of the Belgian Federal Advisory Committee on Bioethics

3	 The Oregon Health Plan (OHP) has received national and international attention for rationing medical care based on explicit priorities. Further reading: 
Sabik L. M. and Lie R. K., “Priority setting in healthcare: Lessons from the experiences of eight countries”. International Journal for Equity in Health 2008, 7: 
4: http: //www.equityhealthj.com/content/7/1/4
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one
Reconciling evidence, 

excellence, effectiveness 

and emotions 
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ONE 

Reconciling evidence, excellence,  
effectiveness and emotions

Raf Mertens,
 General manager of the Belgian Healthcare Knowledge Centre – KCE

Decisions on reimbursement of healthcare in Belgium are taken through deliberations involving the major stakeholders 

according to a partly structured decision-making process. Transparency in the criteria used for formulating a recommenda-

tion or decision on reimbursement is important from an accountability for reasonableness point of view. Although it could 

be argued that a deliberation-driven system, where all stakeholders are represented in the appraisal committee, should in 

principle lead to decisions consistent with public preferences, there are few opportunities to prove this if the criteria are not 

explicitly defined. Efforts should be made to derive preferences from the general public for priority setting in healthcare. 

However, it is uncertain whether we can fully trust our preferences to reflect even our own interests. 

The work of Daniel Kahneman, a Nobel Prize winner in economics, is used to set out some of the problems associated with 

framing quantitative decisions in such cases. People use both fast or intuitive judgements and slow or rational thinking in 

decision-making. The way in which quantitative questions are framed has a material effect on the ultimate outcome. An 

example is whether numbers are large or small and whether a situation is expressed negatively in terms of risks or posi-

tively in terms of benefits. Narrow framing of parts of a problem can result in different outcomes from a broad framing of 

the problem as a whole. Therefore, attention needs to be paid to framing questions when making decisions concerning 

healthcare reimbursement.

Rather than introducing the subject as a specialist, my aim 

is to set the scene from the point of view of a customer re-

ceiving the results of the work. Our institution is sponsored 

by the government to issue recommendations to decision-

makers on whether or not to reimburse a new and expen-

sive cancer drug, a new high-tech invasive device for car-

diac problems, etc. We therefore very regularly face these 

questions on how to choose, how to decide and how to 

bring ethical and societal values to bear on our decisions. 

The scope of my reflections is the decisions made on reim-

bursement. In Belgium today these decisions are taken on 

the basis of negotiation between the stakeholders: mainly 

between the medical doctors’ lobby and the not-for-profit 

health insurance organizations, the mutualités. 
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By and large, the decision-making process is unstruc-

tured. It takes the form of a negotiation and decisions 

are rarely, if ever, justified by a set of explicit criteria that 

remain in place from one decision to another. Of course, 

the decision-makers mobilize plenty of (implicit) criteria 

and consistency is somehow achieved in these decisions, 

because the same people move from one decision to the 

next. However, this process is not fully structured nor 

made explicit. 

So where will we go tomorrow? 

Last year we published a report on ideas in relation to re-

imbursement decisions. This report puts forward account-

ability for reasonableness as a principle. To offer a glimpse 

of the ideas put forward in this report, the question must be 

split into a number of parts: 

Relevance decision criteria

Question Possible criteria

Does the product target a  

medical, therapeutic and societal need?
Disease severity, prevalence, availability of alternative treatments, health 

inequity

Are we, as a society,  

prepared to pay for a treatment that will improve this indication 

out of public resources?

Own financial responsibility, life-style

Are we, as a society,  

prepared to pay for this particular treatment?

Relative effectiveness, significance of health gains

Are we prepared to pay more for this treatment than for the best 

alternative?

Added therapeutic value, savings elsewhere in the HC sector, quality of 

evidence, uncertainty

How much more are we willing to pay out of public resources 

for this treatment (P&R)?

Added therapeutic value, budget impact, ICER, disease severity, savings 

elsewhere, limits to cost sharing, quality of evidence

One of the issues that regularly arises is the incremental 

cost-effectiveness ratio (ICER), which is one of the criteria 

for paying more for a new treatment. 

New 
treatment

ICER = 2 QALY / 12,000 € =  6,000 € / QALY

Current 
treatment

Extra cost

12,000 €

QALY

Value and price
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In the figure above ‘Value and price’, QALY refers to qual-

ity-adjusted life-years. “Life-years” gained means effective-

ness; and “quality-adjusted” incorporates the concepts 

of well-being and quality of life. In the framework of the 

ICER concept, consider that a new treatment costs €12,000 

more and is alleged to add two quality-adjusted life years. 

Therefore, these quality-adjusted life years cost €6,000 per 

quality-adjusted life year gained. This describes the reason-

ing behind the economic approach to decision-making on 

problems relating to reimbursement. 

Once the discussion turns to well-being, quality, effective-

ness and value, a number of questions arise on preferences 

and societal values. I will seek to illustrate that even though 

the principle of bringing in patient preferences and societal 

preferences is naturally very reasonable, straightforward 

and easy to accept, deciding how to do this is much more 

difficult. My point of view is not that of an ethicist. I ap-

proach this question from a more technical point of view, 

looking at the decision-making process itself and manag-

ing this information. 

I have been very much inspired by an absolutely wonderful 

book, Thinking, Fast and Slow, by Daniel Kahneman4, Nobel 

Prize winner in economics. Kahneman has written a re-

markable psychological analysis of preferences in decision-

making. He says our minds function in two modes: a fast 

mode, which is intuitive and emotional, and a slow mode, 

which is more rational. 

I will present five dimensions of the problem of better un-

derstanding preferences and judgements.

First dimension : Judgments

Judgments

This first image shows just six lines. If I ask you to indicate the 

average length of these lines, you probably feel comfortable 

with this; it is not too difficult. Your fast mind – your intuitive 

mind – is very well equipped to rapidly make an estimate of 

an average length of line. When you test this in study popula-

tions, the results are quite good. However, if I ask you to give 

an estimate of the total length of these lines, suddenly it be-

comes more difficult. You have to mobilize your slow brain, 

your rational thinking. You need to do a step-by-step analysis 

by lining up the lines. Otherwise you need to do a multiplica-

tion using the average you have just estimated. This is much 

more difficult; it requires more energy and more effort. This 

is your slow – or rational – thinking. 

In daily life, the way we usually function is to judge using 

our rapid brain. Will I cross this junction before that car ar-

rives? What shall I buy, these oranges or these grapefruits? 

Your intuitive, emotional, rapid brain makes one decision 

after another. The same is also true in ethical questions. 

Often you mobilize your rational brain to justify the deci-

sions made by your intuitive, emotional brain. This is a 

succinct presentation of the process. Our rapid brains are 

better at calculating averages than sums; in fact they most 

often focus on the prototype: the prototype line. 

4	  Kahneman, D. (2011). Thinking fast and slow, New York: Farrar, Straus and Giroux.
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Consider this experiment that was conducted following 

the Exxon Valdez oil spill. The researchers surveyed groups 

of people. Each of these groups was asked how much they 

would be willing to contribute to save birds? To save 2,000 

birds, 20,000 birds or 200,000 birds? Here are the results. 

The groups were willing to contribute US$ 80, US$ 78 and 

US$ 88 respectively. People focus on the prototype and 

totally forget the sum. There is denominator neglect. The 

focus is on the average or prototype rather than the sum; 

the story rather than the numbers. 

Another example is cancer screening using PSA testing. (The 

PSA test measures the blood level of prostate-specific anti-

gen, an enzyme produced by the prostate.) There is a famous 

quote from ex-mayor Rudy Giuliani of New York, who said: 

“My chance of surviving prostate cancer in the United States? 

Eighty-two percent”, which he compared to a 44% chance in 

a “socialized” system in the United Kingdom. He suggests 

that he was saved by surgery thanks to the early detection 

of his cancer. This sounds plausible and we tend to believe 

it, even though what he is saying is not at all supported by 

epidemiology. Operating or not operating on most prostate 

cancers that are detected early does not make any differ-

ence, even after 20 years. Nevertheless, we are still inclined 

to believe that this operation has saved this man.

The bottom line is that our minds are more inclined to be-

lieve in plausibility than reliability; the illusion of approval 

is strong in the human mind. 

Second dimension:
What are well-being and happiness?

■ Patient A
■ Patient B

Pa
in

 in
te

ns
ity

Time (minutes)

10

8

6

4

2

0
5 10 15 20 25

Colonoscopy – Pain intensity and duration

These are recordings of pain intensity during a colonoscopy 

in the early days when this was a very painful procedure. 

During the examination, patients had the opportunity to 

mark on a scale how painful it was. Looking at these curves, 

perhaps you can guess whether patient A or B had the best 

memory of the intervention? 

After the procedure patient B said “Well, it was not really 

pleasant but it was bearable.” Patient A maintained that it 

was horrible. This is a strange result. The reason is that the 

experiencing self, the person who is recording how intense 

the pain is during the actual experience (the area under 

the curve or the sum of the suffering) is not the same as 

the remembering self. The experiencing self is answering 

the question, “Does it hurt now?” The remembering self is 

answering the question, “How was it on the whole?” The 

remembering self calculates a kind of average of the peak 

and the end. The worst experience influences the memory, 

and so does the way in which it ended. 
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This represents a major lesson here for medical doctors. If 

you conduct a painful examination, make sure you finish 

it smoothly with less and less pain because the memory 

of it will then be much better and there will be complete 

neglect of the duration. People sometimes say, after 25 

years of happy marriage and one year of catastrophe, “This 

marriage has been a disaster.” This “duration neglect” is very 

common and well known. 

Consider another very carefully structured experiment. 

Groups A and B held their hands for one minute in water at 

14-degrees Celsius. This is uncomfortable and rather pain-

ful, but tolerable. Group B, then added another 30 seconds 

at 16-degrees Celsius, which is less painful and feels better. 

Then the two groups crossed over. At the end of the experi-

ment, the subjects were asked which of the two experienc-

es they would choose when asked to repeat one of them. 

Of course, the result is that when asked which one they 

wanted to repeat, 80% of the participants opted to repeat 

B rather than A. They preferred to suffer for one-and-a-half 

minutes rather than one minute. This was a well-conducted 

experiment. 

My attempt in this discussion is not to promote a theory, 

but to offer evidence from psychological experiments. 

Apparently we cannot fully trust our preferences to reflect 

our interests. We sometimes prefer to suffer more, as in the 

previous experiment, although objectively the quality-ad-

justed lifetime is of course better in the case of the shorter 

experiment. 

Third dimension: The prospect theory 

First problem: you can receive €900 for certain; or you can 

receive €1,000 with 90% certainty. That is easy. The majority 

chooses to gain €900. 

Second problem: you can lose €900 for certain or have a 

90% chance of losing €1,000. Of course the vast majority 

goes for the second option. 

Here are two more problems. 

>> In addition to whatever you own today, you will receive 

€1,000. You are then asked to choose between a 50% 

chance of winning another €1,000, or you can receive 

€500 for certain. If you are consistent with yourself you 

will choose to receive €500 for certain. 

>> In addition to whatever you own, you have been given 

€2,000. Now you have to choose to have a 50% chance of 

losing €1,000 or to lose €500 for sure. A large majority of 

people will choose the first option, although mathemati-

cally the two problems are exactly the same. 

A loss, for example in monetary terms a loss of €100, has 

a higher negative psychological value than a gain of €100, 

which has a lower psychological value. Losses are therefore 

weighed more heavily than gains in these preference prob-

lems. There is an asymmetry: we are willing to pay more to 

avoid a loss than to obtain a similar gain. 

+

–

-100 +100 +200-200

Euro
amount

Psychological
value

Gains vs. losses (1)

Another important point is that some losses tend to infinity. 

Losing one’s life is a huge loss. Within a person’s capacity, 

he or she will be willing to pay anything to remain alive. 
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The point on this axis is at infinity and we know that in such 

situations the mathematics go astray.

If there is a high probability, we have the certainty effect. 

If we have to choose between a 90% chance of winning 

€10,000 or 100% chance of winning €9,000, we are risk-

averse; we opt for certainty and will take what we have. But 

we seek risks to avoid a chance of a big loss, a high probable 

loss.

At the other end of the probability spectrum, we are risk 

seeking if we have a 5% chance of winning €10,000; we 

will hope to win it. We buy lottery tickets all the time. In 

Belgium, €100 million per month is spent on lottery tickets, 

which is a tremendous amount. The opposite is true when it 

comes to losses. So once again there is asymmetry. 

Gains vs. losses (2) 

GAINS Losses

High probability

Certainty effect

95% chance to win 
€10,000

Fear of 
disappointment

Risk averse

95% chance to lose 
€10,000

Hope to avoid loss

Risk seeking

Low probability

Possibility effect

5% chance to win 
€10,000

Hope of large gain

Risk seeking

5% chance to lose 
€10,000

Fear of large loss

Risk averse

Here is another example. There is a disease called aortic ste-

nosis, in which the valve in the major artery gradually nar-

rows. These patients can feel themselves slowly dying. Over 

a period of weeks they become increasing worse and they 

know that they have a life expectancy of just a couple of 

months. Then the trans-luminal aortic valve implant (TAVI) 

comes on the market. Via a small incision in the groin, us-

ing a catheter, it is possible to implant a replacement valve, 

expand it using a balloon and give the patient a chance. 

There is a huge casualty rate during this operation and the 

valve costs €18,000. However, people suffering from aortic 

stenosis feel that they are dying anyway so they have noth-

ing to lose. 

Patients and their doctors are willing to take big risks, even 

if it does not really offer a strong probability of adding life-

years for these people. This type of risk-taking to avoid a 

certain loss (i.e. dying) is an important element in problems 

associated with reimbursing high-cost treatments such as 

the new cancer drugs. 

It is possible to assert that if economics is about gaining 

goods, then health economics is probably about not losing 

vital health assets. In the latter case, different types of logic 

are mobilized. 

Fourth dimension: Narrow framing

Decision (i) : Choose between
�	A. sure gain of €240
�	B. 25% chance to gain €1,000 and 75% chance to gain 

nothing

Decision (ii) : Choose between
�	C. sure loss of €750
�	D. 75% chance to lose €1,000 and 25% chance to lose 

nothing

73% A and D, only 3% B and C

Decision (iii) : 
AD. 25% chance to win €240 and 75% chance to lose €760
BC. 25% chance to win €250 and 75% chance to lose €750

Narrow framing (1)

In this experiment, people are asked to look at two deci-

sion-making problems in conjunction. In decision (i), given 

the choice between a certain gain of €240 or a 25% chance 

of gaining €1,000, and a 75% chance of gaining nothing – 

most people will choose the first option, as we have seen. 

However, in decision (ii) if there is a certain loss of €750 

most people prefer to gamble to avoid the certain loss. In 

fact, 72% choose A and D; only 3% choose the middle two. 
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Now let us consider the third choice problem. Here there is 

a 25% chance of winning €240 or €250, and a 75% chance 

of losing €760 or €750. It is easy to choose; of course you 

will take option BC because that is exactly what is stated in 

the second problem: it is the sum of options B and C from 

decision (i) and (ii) versus the sum of options A and D. 

What happens when people are confronted with choices 

and preferences? They do what we call narrow framing: 

they look at one problem at a time. If you look at both prob-

lems at once you will come to the opposite decision be-

cause that would clearly be preferable, by a small amount 

of €10, but preferable nevertheless. 

A health survey was con-
ducted in a sample of adult 
males in British Columbia, 
of all ages and occupa-
tions. Please give your best 
estimate of the following 
values :

>> What percentage of 
the men surveyed have 
had one or more heart 
attacks ? 

>> What percentage of the 
men surveyed are both 
over 55 years old and 
have had one or more 
heart attacks ?

65% errors

A health survey was 
conducted in a sample of 
100 adult males in British 
Columbia, of all ages and 
occupations. Please give 
your best estimate of the 
following values :

>> How many of the 100 
participants have had 
one or more heart at-
tacks ? 

>> How many of the 100 
participants are both 
over 55 years old and 
have had one or more 
heart attacks ?

25% errors
frequency representation

Narrow framing (2)

In this experiment, the same question is asked but in differ-

ent terms: how many out of 100 are both over 55 years old 

and have had one or more heart attacks? On the left, a 65% 

error rate can be seen; this means that 65% of people say 

that the percentage in the second question is higher than 

the percentage in the first. On the right hand side, when 

given absolute numbers, the error rate is less than half as 

high, because people see the actual persons. They some-

how begin to see the figures spatially: they see 100 people 

and they begin to imagine, “When you add a condition to 

another condition, of course the numbers will be smaller.” 

Once again framing is paramount. 

In another experiment, physicians were given outcome 

figures for two treatments for lung cancer: surgery or ra-

diation. The five-year survival rates clearly favour surgery. 

However, in the short term, surgery is riskier. One group 

received this information: the one-month survival rate of 

surgery is 90%. The other group of physicians received the 

same information but it was worded as follows: There is 

10% mortality in the first month after surgery. In group A, 

84% accepted the surgery, but in group B, only 50% did so. 

Another example: Let us imagine that Europe is again 

preparing for the outbreak of an Asian viral illness that 

is expected to kill 600 people. There are two alternative 

strategies. If the drug programme is adopted, 200 people 

will be saved. If the vaccination programme is adopted 

there is only a one-in-three chance that 600 people will 

be saved and a two-thirds probability that no one will be 

saved. This is because we do not know whether the vac-

cine will be appropriate for this virus and we only have a 

very short time to develop it. Statistically the figures are 

also 200 and 600, but the way in which it is framed makes 

it rather different. 

Here is version two of the same dilemma. If the drug pro-

gramme is adopted, 400 people will die. If the vaccination 

programme is adopted there is a one-third probability that 

nobody will die and a two-thirds probability that 600 peo-

ple will die. 

By now it should be clear what the preferences would be 

in these problems, which are exactly the same but phrased 

differently. The vast majority of people prefer the drug 

programme when it is phrased in the first way; when it 

is phrased in the other way they prefer the vaccination 

programme. 

In conclusion, preferences between the same objective 

outcomes are divergent when using different formula-

tions. Our moral preferences are apparently attached to 
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frames, i.e. descriptions of reality, rather than to reality it-

self. Framing is not an intervention that masks or distorts an 

underlying preference. Our preferences are formed on the 

basis of framed problems and our moral intuitions relate 

to these descriptions rather than to the substance, as was 

clearly demonstrated by the experiments. 

Final dimension: Rare events 

A vaccine that protects children from a fatal disease but 

carries a 0.001% risk of permanent disability is judged to 

be much less dangerous than exactly the same vaccine 

would be if it were stated that one child out of the 100,000 

vaccinated will be permanently disabled. So, low prob-

ability events are weighted much more heavily when they 

are described in terms of relative frequencies (numbers, 

how many) than when described in terms of percentages, 

chances, probabilities or risks. 

This is found to be true over and over again. A disease that 

kills 1,286 out of every 10,000 people is judged to be much 

more hazardous than one that kills twice as many but is ex-

pressed in percentage terms – 24.14% of the population. 

The first disease appears even more threatening than one 

that kills 24.4 out of 100. There is not only a preference for or 

dominance of results when presented as numbers, but the 

size of the numbers also influences us and we neglect the 

denominator. The 1,286 people seem more important or 

bigger than the 24 and we simply forget the denominator. 

Here is the last example in the series. Experts were asked 

whether it was safe to discharge “Mr. Jones”, who had a 

history of violence, from a psychiatric hospital. Two ways 

were used to present the information: A 10% probability of 

committing an act of violence, or out of every 100 patients 

similar to Mr. Jones, it is estimated that 10 will commit an 

act of violence against others. These experts, professional 

forensic psychiatric experts, denied discharge in 21% of the 

cases in the first experiment; and in almost twice as many 

cases in the second one. 

Thus, the power of formatting creates opportunities for ma-

nipulation. It places a large responsibility on those organ-

izing the collection of preferences in the decision-making 

process. In the last case we again see that vivid representa-

tion of these 10 acts of violence dominates the judgement, 

and again the denominator was neglected. 

Experts often measure risks based on the number of lives, 

QALY or life-years lost. However, the public tends to draw 

more or less legitimate fine distinctions between, for in-

stance, good and bad deaths. If I have a terrible heart con-

dition and I feel that I am dying and my last months will 

be horrible – this is a bad death. I would prefer to die on 

the table, having tried a heroic intervention – this is a good 

death. A perfect illustration is the keen interest among 

cardiologists in TAVI. Despite appalling fatality rates, TAVI 

is considered as a last-chance treatment in patients with 

progressive aortic valve stenosis whose condition is rap-

idly evolving to a terminal stage over the course of six to 

12 months.

We have been looking at the x-axis of the ICER graph above, 

but now for a word about the y-axis: cost, value and price. 

Here is just one idea, and perhaps a slightly provocative 

one. When it comes to reimbursement decisions in health 

insurance, the problem of decision-making is one of will-

ingness to pay for a good that corresponds to a human 

right. In the case of cancer medications or life-saving inter-

ventions, its value approaches infinity. However, the drug 

or device is often held in monopoly by a single actor. 

I will conclude with a story that has a happy ending. Imagine 

a ship in the middle of the ocean. A woman is giving birth 

but something goes wrong; both she and her child are at 

risk of dying. There is a doctor on board. He rapidly makes 

his calculations and says, “There are 2000 wealthy passen-

gers; if they contribute €100 each, that will be €200,000 for 

my intervention and I will save this woman.” The story has 

a happy ending. He performed a caesarian section and the 

woman and child were well. When the boat eventually hit 
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an iceberg, the mother and child were saved in a lifeboat, 

while the culprit drowned in the ice-cold sea. 

Question-framing in decision-making

When thinking about ethics in reimbursement decision, the 

fairness of the prevailing price setting arrangements should 

also be discussed. This discussion can only take place in an 

international context. 

Decisions on reimbursement of healthcare spending in 

Belgium are made through negotiation between the stake-

holders, which follows a largely unstructured decision-

making process. Measures such as incremental cost-effec-

tiveness and quality-adjusted life years are used to make 

these assessments. The work of Daniel Kahneman is used 

to set out some of the problems associated with framing 

even quantitative decisions in such cases. 

People use both fast or intuitive judgements and slow or 

rational thinking in decision-making. The way in which 

quantitative questions are framed – for example whether 

numbers are large or small and whether a situation is ex-

pressed negatively in terms of risks or positively in terms 

of benefits – has a material effect on the ultimate outcome. 

Narrow framing of parts of a problem can result in different 

outcomes from a broad framing of the problem as a whole. 

For these reasons, it is important to pay attention to ques-

tion framing in decision-making concerning healthcare 

reimbursement.
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Taking solidarity seriously –  

can it help? 
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Taking solidarity seriously – can it help?
Barbara Prainsack,

 Assistant Professor at the Department of Social Science, Health & Medicine, King’s College London, United Kingdom

The concept of lifestyle-related diseases and individual responsibility for health has played an important role in debates 

on the fair allocation of increasingly scarce healthcare resources. That debate is examined here through the lens of soli-

darity, drawing upon work carried out in the context of a project on Solidarity as an Emerging Value in Bioethics, hosted 

at the Nuffield Council on Bioethics in 2011. Based on an understanding of solidarity as practices reflecting a collective 

commitment to carry “costs” (financial, social, emotional or otherwise) to assist others, Barbara Prainsack analyses the 

most important arguments in favour of using lifestyle “choices” as a criterion for stratifying access to healthcare services. 

The implications of a solidarity-based approach to understanding risk are then outlined in the context of lifestyle-related 

diseases. Finally, a number of conclusions are drawn on how health policy informed by solidarity should approach priority 

setting in healthcare.

The term “solidarity” is very frequently used in the debate 

on healthcare services. I will be attempting to pin down 

what solidarity means and what it can mean, and will then 

ask the question: “Can this be helpful when considering pri-

ority setting in healthcare?” 

In 2011, the Nuffield Foundation and the UK Arts and 

Humanities Research Council funded a six-month fellow-

ship that enabled me to work with the Nuffield Council 

on Bioethics in London on the Solidarity as a Core Value in 

Bioethics project. There have been increasing references 

and appeals to solidarity in recent years, both in the bio

ethical literature and in the public domain, but there had 

been no systematic analysis of the relevance of solidarity 

for policymaking. The first major output from this fellow-

ship was a report written by myself, together with my co-

author Alena Buyx, for the Nuffield Council on Bioethics 

(Prainsack & Buyx 2011). An electronic copy of the report is 

available for free on the web5.

We began by conducting a literature analysis focusing on 

what has been written on bioethics during the last 15 years. 

We also considered works on political theory that did ex-

plicitly address bioethical concerns, but which we found 

to be relevant. The precise methodology we used for the 

literature analysis is described in the report.

The main findings of the literature review are that explicit 

references to solidarity are relatively rare. Apparently soli-

darity is something, rather like “love” perhaps, whose mean-

ing we intuitively know but find difficult to define at an ab-

stract level. 

We found very few explicit critiques of the concept of soli-

darity in the literature. Solidarity is typically seen as describ-

ing or prescribing something that is assumed to be posi-

tive. Indeed, the term solidarity is used both descriptively 

(for example, to describe social cohesion, or the reasons for 

it) and prescriptively (to assume that there should be some-

thing like social cohesion). These two uses very often coex-

ist within the same argument in the literature. 

5	 http://www.nuffieldbioethics.org/sites/default/files/NCOB_Solidarity_report_FINAL.pdf

http://www.nuffieldbioethics.org/sites/default/files/NCOB_Solidarity_report_FINAL.pdf
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The little explicit criticism of the term that we found focuses 

on the vagueness of solidarity as a concept; it could poten-

tially be used in support of virtually anything. Moreover, 

some authors argue that solidarity is anti-individualistic. 

In sum, the term solidarity is not used coherently in the lit-

erature. It is applied to a wide range of different actors, in-

dividuals, groups and other collective entities, institutional 

arrangements and legal norms in policies. Sometimes, 

as we have seen, it is merely used as a synonym for social 

cohesion. 

There are two features that these different uses of solidarity 

in the literature have in common: solidarity is usually ap-

plied to entities that help each other for altruistic reasons. It 

may be countries, people, groups or communities that help 

each other. The emphasis is always on helping others, ei-

ther inside one’s own group, however that group is defined, 

or outside one’s own group. 

A working definition of solidarity

What we found on the topic of solidarity in the bioethical 

literature soon proved rather unsatisfactory. Rather than 

focusing on criticizing others, our response was to develop 

our own understanding of solidarity, in the sense of estab-

lishing a working definition of solidarity that can be devel-

oped further as our work progresses. 

Our working definition builds on the work of many other 

colleagues named in our report. The aim is not to rein-

vent the wheel. We also do not intend our understanding 

of solidarity to be an authoritative definition of what soli-

darity should be, but we do hope that our approach can 

help to conceptualize and systematize its meanings so that 

“solidarity” is not simply used to justify anything and every-

thing. The second reason why we developed this working 

definition is that we hoped it would render this notion of 

solidarity more helpful for policymaking. 

Our bare-bones definition is that solidarity signifies “prac-

tices reflecting the commitment to accept costs for the 

purpose of helping others”. These costs are not only finan-

cial costs; they can be social, emotional or any other type 

of cost or investment made to assist others. Therefore, we 

do not understand solidarity to be a value. As we under-

stand it, solidarity is first and foremost a practice. It is not 

merely an inner sentiment either: it requires some practi-

cal manifestation. The presence of a practical manifestation 

is also what differentiates solidarity from feelings such as 

sympathy. 

Another important ingredient of our definition is the no-

tion of fellowship among equals. Solidarity has strong roots 

in the Jewish and Christian traditions and also in what we 

can call the socialist tradition. In the context of both its po-

litical and its religious history, solidarity is something that 

existed among equals, whether they were friars in a mon-

astery or workers. This fellowship among equals does not 

imply that these people were or are equal in all respects, 

but they are equal in a particular situation that is relevant 

to the issue we are looking at.

The following example may seem trivial, but helps to un-

derstand what we are trying to refer to. I find myself on a 

plane, sitting next to another woman. The flight is delayed 

and we are both going to miss our connecting flight. I give 

her my mobile phone to enable her to arrange accommo-

dation. This could be an instance of solidarity. You could say 

it is a very trivial one – not one that will change the world 

– but it contains all the requirements that we mentioned in 

our definition. I recognize similarity with this woman in a 

relevant practical context, a fellowship of equals, because 

we are both in the same situation. We will both miss our 

connection and we both have no accommodation. We may 

be different in every other respect (different ages, different 

social groups, different political and religious views, etc.), 

but in this situation I recognize a similarity with her in a rel-

evant respect. I then accept some costs to assist her, even 

if in this case it is only the cost of making the effort to give 
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her my phone. It is the similarity between us, not the differ-

ences, that are in the foreground for me. It is this similarity 

that motivates me to act. These are what we see as neces-

sary conditions for solidarity according to our definition.

To give another example, if I see someone who cannot 

cross the road on her own and I feel pity for her, then this 

feeling alone would not be an instance of solidarity. This 

case may not be one where solidarity plays a part at all, 

even if I do help this person across the road, because I may 

be helping her out of a charitable feeling; a feeling that I am 

the stronger person, helping someone who is below me in 

terms of her ability to tap into resources in the widest sense. 

In the particular context that we are looking at, the pres-

ence of a symmetrical relationship is a requirement for 

solidarity. It seems very important to us that we are not 

simply trying to replace the label “altruism” with the label 

“solidarity”. In most cases the term “altruism” is actually not 

a helpful one at all because it implies a dichotomy between 

other-directedness and self-directedness. In most, if not all, 

situations in our lives we are both self-directed and other-

directed. We affirm ourselves and we affirm others in many 

things that we do. 

For example, if a person gives to charity or donates her 

time, some people will say, “She is only doing that because 

it makes her feel better”, as if this detracts from the value 

of what she is doing. In our view, other-directedness and 

self-directedness are not mutually exclusive; they are inter-

woven. The notion of solidarity allows us to acknowledge 

this fact and operationalize it for the purpose of our ana-

lytic and normative work.

Last but not least, our understanding of solidarity is clearly 

underpinned by an understanding of personhood that 

does see people as inseparable from their social relations. 

People do not consist exclusively of social relations, but 

they are inseparable from them.

In sum, solidarity signifies practices reflecting a commit-

ment to carry “costs” (financial, social, emotional or other-

wise) to assist others. The following are important require-

ments for solidarity: 

>> Practice. Solidarity is not merely an inner sentiment; it 

requires the acknowledgement of similarity in a rele-

vant respect (“community of fate” or “fellowship among 

equals”).

>> Fellowship. Solidarity is underpinned by a symmetrical 

relationship in the context of a particular practice, which 

does not mean the relationship between two people or 

groups or entities is similar in every respect.

>> Self- and other-directedness. These both manifest them-

selves in the practice of solidarity.

>> People are inseparable from their social relations.

Building on this, we developed three tiers of solidarity.

Tier 3 (contractual level) :
legal provision and contractual norms

Tier 2 (group practices) :
manifestations of collective commitment to carry costs 
to assist others ; communities of risk

Tier 1 (interpersonal level) :
manifestations of willingness to carry costs to assis  
others ; similarity in relevant respect

Three tiers of solidarity
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These three tiers are in no hierarchical order in terms of 

how important they are, although we have numbered 

them one, two and three. In terms of their chronological se-

quence, tier 1 – the interpersonal level – very often comes 

first. If practices of solidarity at the interpersonal level so-

lidify into more widely shared practices, then we speak of 

tier 2 solidarity, which is very often what is found in com-

munities. Practices of solidarity become so common that 

within a certain community context they become normal. 

These communities could be neighbourhoods, patient sup-

port groups, cooking clubs – any context where practices of 

solidarity become normal. If they solidify even further, we 

refer to tier 3 solidarity. Tier 3 emerges if widely shared soli-

daristic practices have solidified further to the point that 

they have become a feature of legal norms and contractual 

arrangements. Welfare state arrangements are a typical ex-

ample of tier 3 solidarity. 

This system of tiers may help us to see when crises of soli-

darity occur. These crises happen when tier 3 arrangements 

(legal and contractual norms and agreements) are in place, 

while tier 1, tier 2, or both have broken away. This means 

that at the interpersonal level, and/or at the level of com-

munities, certain solidaristic practices have ceased to domi-

nate or even to exist, while the legal arrangements requir-

ing them are still in effect.

As mentioned before, in terms of the chronological se-

quence of the three tiers, it will regularly be the case that 

practices at tier 1 have solidified into tier 2, and then into 

tier 3, although this is not always the sequence. In theory, 

solidarity at tier 3 could be imposed by the government or 

by other actors, without “facts on the ground” – or actual 

practices of solidarity at tiers 1 and 2 that have led to this. 

In the latter case, tier 3 solidarity would be presumed to be 

less stable than if it had emerged “from the bottom up”.

We hope this working definition of solidarity provides some 

analytical value in the sense that it helps us to distinguish 

instances of solidarity from instances of other things such 

as altruism, which is actually in a completely different cat-

egorical domain; or charity, which I also touched upon ear-

lier. Charity is an act where you are not at eye-level with the 

person you are helping; where you are giving something to 

someone who is in need and who is not your equal in this 

situation. 

Solidarity is not the same as love or friendship because 

friendship and love provide such thick and dense networks 

of connections that solidarity is not actually needed to ex-

plain why people do things for each other. They help each 

other because they love each other, not because they “rec-

ognize similarity in a relevant respect” with each other.

We also hope that our definition of solidarity is useful for 

policymaking, for example by highlighting the impor-

tance of imagined communities. This term was coined by 

Benedict Anderson6 and it is highly relevant here. Imagined 

communities shape practices and public attitudes towards 

arrangements involving solidarity. 

Responsibility and accountability  
for lifestyle-related diseases

What are imagined communities? My example should make 

this clearer, as we apply this to the question of responsibil-

ity for lifestyle-related diseases. The scarcity of resources 

apparently makes it an attractive option to limit access to 

specific healthcare services for certain groups of people. In 

our example we focus on societies where publicly funded 

healthcare with near-universal coverage is in place, and on 

limiting access to services by punitive measures. 

6	  Anderson, B.R. O’G. (1991). Imagined communities. Reflections on the origin and spread of nationalism, Verso, London.
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In the United Kingdom, some high-level policy reviews 

have argued against this. Nevertheless, we are increasingly 

hearing calls in the public domain for the “Disney World of 

the NHS” – as somebody recently called it – to stop and for 

people who smoke and overeat to be banned from access-

ing certain treatments, or to pay higher prices. Such argu-

ments are finding a worryingly large number of supporters. 

Choice

What are the problems with using responsibility and ac-

countability for lifestyle choices as a justification for limit-

ing access? The first problem is with choice. There are com-

plex reasons for unhealthy behaviours. It is impossible to 

distil out those behaviours that are underpinned by “pure 

choice”. 

Nowadays and probably even more so in the future, given 

the wide availability of pre-conception genetic testing, if 

one did subscribe to the idea of holding people account-

able for their “choices” they could also be held responsible 

for creating offspring with unfavourable genetic profiles. I 

am not promoting such a scenario, but what this example 

shows very clearly is that responsibility for health is a mov-

ing target. 

Lifestyle

The second problem is with lifestyle itself. People with 

unhealthy lifestyles do not necessarily have higher health 

risks overall, so the causal effect of a particular lifestyle in 

relation to a particular clinical problem is very unclear. It is 

definitely not certain. Stratifying access according to life-

style choices is first and foremost, although not exclusively, 

a moral judgment. 

Reframing the problem

How can solidarity help in such debates? One way is by re-

framing the problem from one of lifestyle “choice” to one 

that looks at the ideas of community underpinning the ar-

guments that are being made. There is the “imagined com-

munity” of those who see themselves as trying very hard 

to do things right, versus those who they see as not trying 

hard enough. Translated into our solidarity framework, this 

means that people lack the “recognition of sameness in a 

relevant respect” with each other, because those who con-

sider themselves to be behaving responsibly see those who 

seem to be deliberately engaging in harmful or negligent 

behavior, for example smoking or eating sweets all day 

long, as undeserving of their solidarity. 

Another insight that emerges from our solidarity frame-

work is that engaging in unhealthy behaviours is not an 

infringement of solidarity in itself, despite the arguments 

sometimes presented to this effect. Even if somebody has 

led an unhealthy life, for example by drinking too much 

alcohol, we could still recognize similarity in a relevant re-

spect with this person, namely in the sense that she, like 

we sometimes do, struggles with weaknesses, fears and 

hardships. If we focus on this commonality, we could still 

recognize similarity in a relevant respect with this person 

and base solidaristic practices upon that. 

People who argue that those who lead unhealthy lives 

forego their right to solidarity are using the term solidar-

ity to conceal the political ideologies underpinning certain 

normative positions. Our definition of solidarity would in 

any case preclude such use of the term because some of 

our criteria, which are unrelated to the substantive political 

stances that are taken, would not be met.
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Another point where our solidarity framework could be 

helpful in such debates would be that it does not prescribe 

particular understandings of communities, but it does en-

able us to see how specific prevalent understandings of 

“communities of risk” can be modified. The performative 

power of media reports and representations should be 

mentioned. This is not a trivial point because we know that 

there is an inverse relationship between the utility that a 

practice or technology has for people, and their willingness 

to act upon concerns they have about it. 

Think of the privacy settings on a computer. Everyone 

agrees that there are immense privacy concerns about 

Facebook, but its utility on an everyday level is so high 

that people disregard these concerns. The same applies to 

many new technologies or new methods. As soon as util-

ity is demonstrated and is disseminated in the media, most 

people are willing to support the introduction or adoption 

of a new method or new technology, or will agree that we 

should spend money on something new, despite their pos-

sible concerns.

What we can actively do is work towards complementing 

and perhaps even changing the stories that are told in the 

public domain. Perhaps more stories can be added, high-

lighting successes that have as yet never been mentioned, 

to go alongside the “miracle cure” headlines dominating 

public media. Stories and narratives can be put forward 

that will allow us to draw attention not to what others are 

doing wrong but to how hard everyone is trying in one way 

or another. 

There is scope for action here in emphasizing that commu-

nities of risk are not small groups of people who are alike in 

every respect, but should comprise wider ranges of people. 

Each one of us may be at greater risk of something that re-

sults in some way (partly) from some of our actions. In rela-

tion to healthcare systems, we argue that the “community 

of risk” should comprise the entire nation. 

Furthermore, we argue in our paper (see below, Buyx & 

Prainsack 2012) that in the domain of publicly-funded 

healthcare, limits to access should be stratified merely on 

the basis of need. There should be a focus on eliminating 

waste and lowering administrative, non-frontline costs in-

stead of limiting access to services -because obviously costs 

need to be contained. 

Finally, care should be taken when incorporating “personal-

ized” practices pertaining to prevention, diagnosis, treatment 

and monitoring into the publicly funded healthcare system. 

Personalized medicine should not be a tool merely to shift re-

sponsibilities from the collective to the individual level.

Solidarity – some problems

Having outlined the benefits of our definition, we will now 

consider some of the problems. One problem with our defi-

nition is that it could, in theory, even be applied to some 

terrorist organizations. Even within an organization that 

tortures and kills people for some political goal, members 

may recognize “similarity in a relevant respect” with each 

other and thus accept costs to assist each other. 

However, we could also say that they are not really assist-

ing each other in the strict sense of the word, but that they 

are working towards a higher goal. As a result, the practices 

they engage in are not solidaristic after all. 

Reciprocity and the scope of solidarity 

Our report on solidarity that we wrote for the Nuffield 

Council on Bioethics also includes a section on reciproc-

ity and the role that it plays in our definition of solidarity. 

Some authors writing about solidarity claim that as soon as 

reciprocity is involved, a practice is no longer solidaristic; it 

is part of a contractual relationship. We disagree with this. 

Reciprocity can often be inherent in the practice of solidar-

ity. It may be that I do something for you while you also 
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do something for me, while neither is the condition for the 

other. In other words, the expectation of reciprocity may 

be involved in a solidaristic practice, but there must be 

something else as well. The expectation of receiving some-

thing in return for what we do is not sufficient to establish 

solidarity.

This can easily be seen when considering practices in a 

community or neighbourhood context. Consider that we 

do things for our neighbours because we like them and we 

are similar in a relevant respect. In addition, we all live in 

this neighbourhood and the neighbours would obviously 

be expected to do the same for you if needed. However, 

this is not the only reason why you do it. You do it also, or 

even mainly, because you want to help.

Defining groups

Defining what we mean by groups is important. Some peo-

ple define their group as very small, while others would 

say, “The group I belong to comprises all Europeans” or 

“Our group should be the world”. That is what we mean by 

the notion of the imagined community. For example I am 

defining my group very narrowly if I think that I am such 

a wonderfully healthy, responsible, conscientious person 

that only two people in 50 are equally good and I would 

only ever donate an organ to them, or even lend my pencil 

to them. 

That is the meaning of what we call the scope of action. 

There are opportunities for all of us to promote narratives 

in the public domain to show that there are actually people 

who are doing other good things that may differ from my 

own understanding of conscientiousness.

The understanding of the relevant community as the nation 

or even Europe or the population of the world, is inherent 

in tier 3 solidarity, where by definition it is usually the na-

tion that creates legal norms. In some respects, tier 3 is the 

most inflexible tier of solidarity. It often takes a long time to 

build it and it always takes a long time to undo it. Tier 1, by 

contrast, is where one chooses who is in the group, often by 

actions, rather than by any explicit statement. This decision 

as to who I feel similar to in a relevant respect is almost an 

embodied decision. 

Chapter 2 refers to the “fast and slow brain”. The decision of 

who belongs to your group is a “fast brain” decision. It is of-

ten a very intuitive decision – who are the people deserving 

of my solidarity, the people with whom I enact solidarity? 
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three
Ten case studies –  

a springboard for discussion 

This chapter reflects the crucial first part of the workshop. The intention was to initi-
ate the process of mapping the most relevant societal and ethical issues, which was 
to become the overall objective of the workshop.

Discussions were sparked by 10 current examples from several countries in Europe. 
The topics were selected to expose areas of tension that were relevant both in the 
Belgian context and when viewed from wider perspectives. The intention was not to 
present these tensions in depth, but to brainstorm about the issues raised.

Experts made short presentations on pre-defined themes, focusing on the rationales 
for societal involvement in each of the case studies. This chapter summarizes the 10 
presentations and the discussions that followed. Chatham House rule applied, which 
is why the comments are not attributable.
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Case study 1 

Cancer treatment for patients  
with low life expectancy

Context 

Expenditure on cancer drugs is rising globally and is expected to grow further. Cancer rates are rising and cancer drug costs 

are typically higher than average drug costs. At the same time, cancer drugs represent a high percentage of drugs under de-

velopment. These rising costs are forcing many countries to implement mechanisms to limit their use. 

Although some of these new drugs have improved survival or quality of life for large numbers of patients, this is not always 

the case. 

This raises the question: “How can we estimate the gain in terms of survival or quality of life that justifies the very high prices 

of these drugs?” In other words, to what extent is society willing to pay for expensive treatments that prolong life for a few 

months for patients whose life expectancy is already very low. 

The example addressed in this case study is Zytiga®, a new anti-cancer drug aimed at metastatic prostate cancer resistant 

to hormonal therapy. The cost is more than €3,000 per month. Studies show the average survival rate is enhanced by four 

months with an acceptable quality of life. 

Zytiga® and treating prostate cancer

Contributed by Faraz Kermani,  

Senior Editor Europe, Elsevier Business Intelligence, the United Kingdom

There are two questions that come to mind when consid-

ering the reimbursement of end-of-life drugs, specifically 

cancer drugs: 

>> Is it ethically defensible not to reimburse a drug that of-

fers life extension? 

>> Is it ethically defensible to offer reimbursement for such 

high-cost drugs if the money could otherwise be used to 

benefit a broader section of society? 

Following is a brief description of health technology assess-

ment (HTA) bodies and decisions concerning the Janssen 

Biotech product Zytiga. Three are senior bodies and one 

focuses more generally on societal needs. 

NICE (National Institute for Health and Clinical Excellence 

– England & Wales) has always been known to be a very 

cost-conscious body: “Above a most plausible ICER [incre-

mental cost-effectiveness ratio] of £30,000 per QALY [qual-

ity-adjusted life-years gained], the Committee will need to 

identify an increasingly stronger case for supporting the 

technology as an effective use of National Health Services 

(NHS) resources.”

Beyond the £30,000 threshold the Committee needs to 

look at potential long-term benefits to the NHS. In essence 

this focuses more on the needs of society rather than the 

individual, because the NHS benefits everyone. NICE does 

have end-of-life criteria, however, which is almost unique to 

this HTA body. A drug can exceed the £30,000 threshold but 
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it must fulfil three criteria: it must be indicated for patients 

with low life expectancy; it must offer at least three months’ 

life extension and it must be licensed or indicated for a 

small population (the smaller the population, the lower the 

total expenditure).

The initial decision made by NICE on Janssen’s Zytiga was 

negative, purely based on the price. However, it did admit 

that oral administration was a step change in that there were 

very few adverse reactions. The final decision was to reim-

burse, providing the producer offers a discount. However, 

there is a lack of transparency because the level of the dis-

count is unknown. 

HAS (Haute Autorité de Santé, France) first considers the 

benefit of the drug through the Service Médical Rendu 

(SMR), and then the added value in comparison to what 

exists, through the Amélioration du Service Médical Rendu 

(ASMR). This is important because it considers the magni-

tude of the effect, which could apply to how much life ex-

tension a drug is able to offer. However, there are no explicit 

end-of-life criteria. 

HAS also has a list of innovative drugs; higher cost products 

can be included on the list. A non-registered drug or off-

label use of a drug can also be considered and even reim-

bursed on the basis of convincing literature. 

The problem with HAS is the lack of transparency, which un-

til recently has pervaded most of the regulatory and reim-

bursement bodies. Patients perceive HAS as opaque. They 

believe there are no patient representatives on its commit-

tees and as a result, they do not really identify with HAS. It is 

interesting to compare this with NICE, where patients sit in 

on almost all discussions. They may not have a huge impact 

on the final vote, but they do have a say on behalf of society 

and can bring their own experiences to the table. 

At the SMR stage, Zytiga it was deemed to have a significant 

medical benefit. Quality of life deteriorated less and oral 

administration was an improvement. At the ASMR stage its 

benefit had been assessed as moderate, but better toler-

ated than the existing treatment. However, no comparison 

exists between the two treatments. 

The fact that users would be limited to a small popula-

tion may have influenced the decision, but the perception 

among patient groups is that there is a lack of transparency. 

Do ethics have a role in health technology assessment considerations?  

End-of-life criteria and societal perspectives are important, but the ultimate  

assessment is always on the price. 
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IQWiG (Institut für Qualität und Wirtschaftlichkeit im 

Gesundheitswesen, Germany) is a scientific assessor only. 

It considers the effectiveness of a new drug and compares 

it with a comparator chosen by its senior body, the Federal 

Joint Comittee G-BA. Depending on the results of this as-

sessment, companies receive a ranking. A good ranking al-

lows them to negotiate with health insurance funds for a 

better price. Once again, there is a problem of transparency. 

Patient involvement is guaranteed by law, but this is only in 

a consultative role. 

A new law was introduced two years ago to regulate and 

control costs, which the companies call hurdles. Germany is 

beginning to understand what society needs but it will be 

a few years before it becomes evident whether this system 

addresses the ethical aspects. Under IQWiG, there are no 

specific end-of-life criteria. 

IQWiG gave Zytiga a glowing report, albeit from a purely 

scientific perspective. It confirmed that the drug extended 

life, helped to prevent secondary complications and de-

layed the onset of pain. The decision was complete approv-

al, so it went forward to negotiations with health insurers 

in a very strong position. However, patients and companies 

agree that this process is not overtly transparent.

TLV (Dental and Pharmaceutical Benefits Board, Sweden) 

is perceived in Europe as being very societal-minded. It is 

known as the father of value-based pricing. Much like NICE, 

it bases its system on the QALY, which includes cost-effec-

tiveness and is thus placed alongside societal perspectives. 

However, the societal perspectives can be a hindrance to 

the reimbursement of high-cost drugs. They include the 

human value principle (everyone is equal) and the needs 

and solidarity principle (resources are used where needs 

are greatest). The problem is that they are unable to focus 

on specific individuals in smaller populations, since drugs 

are all assessed in the same manner. 

In terms of transparency, Sweden scores well according to 

patient groups and it cooperates with patient organizations. 

TLV described Zytiga as very good, but the insurmountable 

problem was the price. TLV is not willing to reimburse a 

drug that has a cost per QALY of €130,000. The process was 

reasonably transparent. One interesting aspect in Sweden 

is that the company can make a discount offer at any time. 

Take-away points

>> Do ethics have a role in HTA assessment considerations? 

End-of-life criteria and societal perspectives are impor-

tant, but the ultimate assessment is always on the price. 

>> Money is available provided the system allocates it away 

from older drugs, cutting their prices and financing new 

drugs at the top end.

>> Patients do not have direct input everywhere, but it is in-

teresting to see how much power the media has to apply 

pressure to these bodies to change decisions, as demon-

strated in the case study 2.

>> A managed entry system might solve many of the prob-

lems affecting these high-end drugs. Depending on how 

a drug performs after being introduced, it receives more 

and more reimbursement. After a period of five years, 

new data is generated, which the HTA body could use to 

reassess the drug and possibly release more funds. 
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Discussion points

>> There is a distinction between transparency and patient 

involvement. Transparency means the decision-making 

body sets out the criteria by which it has reached a de-

cision. This should allow a public organization to un-

derstand the mechanism used. For example, a cancer 

interest group, in which patients are represented, will 

understand how the decision was made and will be able 

to relay this to other interested parties. Transparency in-

volves patient representation on committees. If patients 

are not represented, they will never understand how the 

process works, nor will they benefit from a two-way ex-

change of ideas.

>> Public appetite to get involved in discussions on these 

matters is growing. Many tabloid journalists focus on 

healthcare issues. Life and death is a very important issue 

for the general public. If a drug offers even minimal ex-

tension of life, the general public applies pressure to de-

cision-making bodies via the media to find the money to 

cover it. It also puts pressure on governments to reverse 

decisions and find other mechanisms to provide support. 

The Cancer Fund in the United Kingdom is an example. 

>> When NICE invited people to join the Citizens Council it 

received 34,000 inquiries; 4,000 people actually submit-

ted applications. There is clearly an interest, but there 

is a need to consider what is achieved by involving the 

public. The public could include patients, lay people or 

medical professionals with many different perspectives 

and interests. The general public is not trained to under-

stand all the mechanisms that are involved. They should 

have a say, of course, but they should also be educated to 

understand things better. 

>> The distinction between transparency and legitimacy is 

important. Public engagement is at best a necessary con-

dition for transparency or an element of it, but does not 

fully satisfy the demand for transparency. There is a need 

for caution on the extent to which legitimacy can be 

added simply by listening to the people who are the ulti-

mate stakeholders and beneficiaries of these innovations 

and the extent to which these people also have vested 

interests. They may be speaking for the pharmaceuti-

cal industry. This is critical when considering the role of 

public engagement and the legitimacy of priority-setting 

decisions. 

>> One particularly striking aspect of HAS’ approach to 

patient involvement is that pharmaceutical companies 

have to declare the support they provide to patient 

groups. This is quite unique. 

>> Perverse financial incentives exist in some countries. In 

the United Kingdom, NICE can approve the use of a drug, 

but at the local level hospitals can claim they do not have 

sufficient funds and the drug will not be used.

>> Managed entry schemes raise the major problem of un-

certainty. Decision-makers need to make decisions about 

the new technology or drug. There is uncertainty about 

the real effects of that drug and the real savings that can 

be made. 

>> Even if good data is available, when discussing life expec-

tancy prescribers and patients will still argue that these 

are average figures and that treatment should not be 

denied to a patient who may have a much longer than 

average life expectancy. This is known as the “give me a 

chance rule”.
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Case study 2 

Expensive and innovative  
treatments for rare diseases

Context 

Drugs developed to treat orphan diseases are usually extremely expensive. It has been possible to accept these very high 

costs because the diseases are rare and have a limited impact on overall healthcare spending. However, in the near future 

increasing numbers of expensive orphan drugs are expected to arrive on the market and this trend will be reinforced by ad-

vances in pharmacogenetics, which tends to divide the population into numerous small, distinct sub-populations of patients 

with specific genetic profiles. 

A debate has recently been taking place in the Netherlands on the reimbursement of treatment for Pompe’s and Fabry’s dis-

eases. A negative interim report was published in the press, which has led to tremendous pressure from the public and the 

media.

The clinical expression of Pompe’s disease varies considerably between individual patients, depending on the form and se-

verity of the disease. Some long-term studies show no clinically significant difference between the drug and placebo in the 

adult-onset, non-classical form. The following questions need to be answered: 

>> To what extent is society willing to pay for expensive drug treatments for patients with life-threatening rare diseases? 

>> Do reimbursement systems have the option of reconsidering this reimbursement if a lack of evidence becomes clear?

Myozyme and the treatment of Pompe’s disease

Contributed by Frits Lekkerkerker,  

Chairman, Advisory Committee National Plan Orphan Diseases, the Netherlands

In the Netherlands, full reimbursement is provided for near-

ly all medications for orphan diseases, with 80% reimburse-

ment for expensive drugs used in hospitals. The remaining 

20% must be paid by the hospital itself. There is one condi-

tion: outcome research must be carried out and must be 

available within five years after reimbursement begins. A 

reassessment then ascertains whether or not reimburse-

ment will be continued. The reassessment is based on ef-

fectiveness, cost-effectiveness, need for the drug and drug 

usability.

Myozyme for Pompe’s disease and Replagal/Fabrazyme for 

Fabry’s disease were the first two orphan products submit-

ted for reassessment during the first six months of 2012. 

During this process, the confidential draft report from CVZ, 

the Dutch advisory committee on reimbursement, was 

leaked to the press and attracted huge media attention. A 

young woman, Maryze Schoneveld, who has the adult, non-

classical form of Pompe’s disease played a very important 

role in this debate. She is convinced that Myozyme has ben-

efitted her and she set up a consultancy agency after start-

ing Myozyme treatment. She was very convincing both in 

the media and when appearing before different committees.
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How much is one more year  
of life allowed to cost?

There is considerable variability in the expression of 

Pompe’s disease. In the typical form, the activity of the en-

zyme that is lacking (alpha-glucosidase) is less than 1%. 

Without treatment, a neonate with this form of the disease 

has a life expectancy of less than two years. There is also an 

atypical form that begins in adolescence and young adult-

hood, where enzyme activity is around 10% to 20%. This is 

a slow, progressive disease, mainly affecting the muscles. 

For patients with this later-onset form, disease progression 

in the absence of treatment can necessitate the use of a 

wheelchair and/or assisted ventilation. 

According the draft report the cost of treatment with 

Myozyme is €300,000 to €900,000 per QALY for the classi-

cal form and €15 million for the non-classical form. In the 

Netherlands the budget for patients with Pompe’s disease 

was €44 million in 2010, for a total of 92 patients, of whom 

85% have the adult atypical form. 

The benefits of recombinant enzyme substitution therapy 

had not yet been established for the later-onset forms of 

the disease at the time when Myozyme for Pompe’s dis-

ease was approved by the EMA. Outcome results after 18 

months of treatment show a small improvement in muscle 

function, for example walking distance and lung function, 

but no difference in quality of life. Extrapolating these data 

leads to an approximate gain of three months life expec-

tancy after 15 years of treatment for the atypical form. 

A decision whose cost-effectiveness is unknown is a blind decision; but a decision  

 based on cost-effectiveness alone is a stupid decision.

Certainly not 400,000 euro, according to the Health Care 
Insurance Board (CVZ). The Board is now recommending that 
medicines for rare diseases that are ‘too expensive’ should no 
longer be reimbursed.  © FOTO FOTODIENST NAC NRC.NEXT 31/07/2012
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Challenges 

>> The concept of cost-effectiveness is difficult to explain 

to the public and it may be questioned whether QALY is 

a suitable instrument for the measurement of benefit in 

the specific case of orphan diseases. 

>> There are doubts about the process of evaluating the 

benefits, including a 10-fold difference between the 

Dutch and British assessments for Fabry’s disease in 

terms of cost per QALY. More European collaboration is 

needed to measure effectiveness. 

>> Doctors should measure outcomes more effectively and 

be enabled to apply the stopping criteria, while patients 

must accept that if the treatment is not effective it should 

be stopped.

>> The industry should invest in post-licensing studies. 

>> Society should discuss its willingness to pay high prices 

for orphan diseases.

>> Everyone should be realistic about media attention, 

which is not always appropriate.

Lessons learned 

>> Most of the attention is focused on the cost of treating 

orphan diseases.

>> The very low effect per euro spent is not discussed in the 

media.

>> Patients who have “improved” are the only ones who 

appear in the media, creating the impression that treat-

ment results in radiant health, while the lack of treatment 

means a certain and rapid death. 

Discussion points

>> Cost-effectiveness is not a criterion in the assessment 

for reimbursement of orphan drugs, as explicitly stated 

in the Belgian law (2002). The criteria are budget impact 

and therapeutic effectiveness. However, this approach 

may now be called into question. 

>> In the Netherlands, the condition that outcome studies 

would be carried out was not met. The studies were in-

adequate; they started too late and did not define the 

criteria for reimbursement after four years. 

>> Increasing numbers of pharmaceutical companies are 

presenting new drugs as orphan drugs. In particular, in-

dications in oncology will increasingly acquire orphan 

status. As a result, there is a need for a more stringent 

definition of orphan drugs. A recent article in Nature 

Drug Discoveries on the pipeline for orphan indications 

showed that there are numerous cancer drugs. This con-

firms the points raised in the case study pertaining to 

Zytiga. 

>> Some oncology products have specific stopping criteria, 

but it is very difficult for a physician to adhere to these 

even though it is theoretically feasible. Physicians and 

perhaps also patients need to be trained in this area. 

Furthermore, stopping rules must be clearly set out be-

fore starting the treatment. 

>> The role of the public and the media is important. Do not 

underestimate the moment when a problem acquires a 

face, as in the case of Maryze Schoneveld. The response 

from the public and the media when faced with an in-

dividual is completely different from the response when 

simply dealing with facts and figures. This is what is called 

the Rule of Rescue and it undoubtedly represents one of 

the challenges in this debate. 
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>> Should orphan diseases be systematically considered 

at the individual level? Should various grades of sever-

ity be considered and how can they be assessed? How 

can the severity of a disease be measured objectively in 

individual patients? 

>> Belgium has a system in which each individual request 

is reviewed by a college for orphan drugs, which makes 

it possible to discuss the degree of severity and other 

aspects. However, the process is very complex. One so-

lution is to give more educational talks to prescribers 

rather than to patients. 

>> The cost for Myozyme for Pompe’s disease far exceeds 

the usually accepted maximum of cost per QALY. Does 

this mean that society can no longer be expected to 

show solidarity? 

>> The Rule of Rescue and solidarity: it is interesting to 

see how this varies between countries. In the United 

Kingdom, NICE asked the Citizen’s Council about the Rule 

of Rescue. The Council is composed of lay people who of-

fer advice on social value judgements. Their opinion was, 

“Yes, the Rule of Rescue should be applied under certain 

conditions”. However, the NICE board subsequently re-

fused on the grounds that it was responsible not only to 

the individual patient at immediate risk of dying, but also 

to the whole community of patients. 

>> In Australia there is a very explicit recognition of the Rule 

of Rescue in law, but it is subject to certain conditions: 

the disease must be severe, with no other treatment op-

tions and involves a small number of patients. 

>> In Germany there was the bizarre «Niklaus judgement», 

passed by the Constitutional Court on St. Niklaus day. 

An individual patient requested a spurious therapy for 

Duchenne’s disease and the court ruled that if there was a 

non-remote chance of improvement the treatment must 

be provided. This means any treatment can be provided 

as long as there is a non-remote chance of effectiveness. 

>> The issue of the solidarity that has to be shown to people 

in circumstances where money is at stake is dealt with 

very differently in different countries. However, the pro-

cess is not always transparent. In these cases it would be 

helpful have clarity on what the ruling is. 

>> This is a problem of narrow framing. If the problem is 

framed in terms of the responsibility towards society, the 

question will be different. Should society do more or less 

the same thing, in the same situation, for the same type 

of problem? In this case there are limits because when 

considering the entire budget it is not possible to go as 

far as €300,000 per QALY. 

>> This again raises the question of the use of monetary 

value when judging issues about solidarity. A decision 

whose cost-effectiveness is unknown is a blind decision, 

but a decision based on cost-effectiveness alone is a stu-

pid decision. The distinction needs to be made clear.
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Case study 3

Interventions for personal convenience

Context 

The appropriateness of reimbursing growth hormone treatment for children who are not deficient (but are too short in 

comparison with societal “values”) was recently evaluated by the HAS in France. This analysis can be seen as an interesting 

review of the issues raised by interventions that are not essential for health but can enhance quality of life or offer personal 

convenience to individuals.

The case of growth hormone treatment for non-deficient children

Contributed by Lise Rochaix,  

Member of the Board of Haute Autorité de Santé (HAS), Chair of the Economics and Public Health Committee, France 

This contribution describes an exercise that was carried 

out at HAS to reassess the reimbursement of recombinant 

growth hormone (GH) for non-growth hormone deficient 

short children. This process involved real teamwork. The 

various people who contributed to this research came from 

very different backgrounds. The main focus of the argu-

ment is, “How is it possible to ensure that all disciplines will 

make a contribution at the right time so that all the relevant 

dimensions are addressed when assessing this issue?” 

There are five categories of non-deficient children who re-

ceive GH therapy, the principal one being children small 

for gestational age (SGA). They are all 100% reimbursed in 

France, unlike other countries. The researchers shifted from 

a single clinical evaluation for these five indications to a full 

health technology assessment which involved looking at 

all dimensions rather than the clinical dimension alone. The 

figures for SGA are as follows:

Estimated cost of treatment:

>> Between €4,900 and €8,700 per year 

>> Total discounted costs: € 48,000 (female); €55,620 (male)

Incremental cost-effectiveness ratio (ICER):

>> €16,290 per centimeter gained (female) 

>> €17,820 per centimeter gained (male)

Budget impact for French national health insurance: 

>> Estimated population range: 900 to 4300 

>> €7.8 million to €36 million (2008)

Benefits and risks of GH therapy

With the cost of daily injections, the expected benefit is 

an average height gain of less than two centimeters. The 

improvement in quality of life is mostly related to impacts 

on social behaviour, relief of anxiety and stereotypes in re-

lation to size. The financial benefits derive from improve-

ments in education and professional life. However, these 

benefits are very difficult to document scientifically. 

There are long-term uncertainties in relation to treatment 

efficacy, for example in the final height achieved. There is 
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uncertainty in terms of tolerance, with enhanced risks of 

diabetes and cancer. These issues were a major concern for 

the HAS Transparency Committee in charge of the clinical 

aspect of the drug assessment. 

Ethical dilemmas

The ethical dilemma is about what it is scientifically possi-

ble to achieve and what is morally possible and acceptable. 

This includes the medical implications, the burden for the 

patient of daily injections and social stigma, and the oppor-

tunity costs. Is short stature a medical or a social condition? 

This obviously depends on the theoretical position adopt-

ed regarding the definition of health. 

Which criteria should take precedence for reimbursement 

under the national health insurance scheme? What the 

researchers found is that it very much depends on the in-

dividual’s perception of the role of public intervention in 

attaining happiness and achieving personal development. 

In assessment processes, the analysis of ethical issues 

seems to take place more frequently in cases where the 

quality of evidence on clinical efficacy and effectiveness is 

low. This is a major concern. Ethical dimensions should be 

considered much more systematically in such cases. HAS 

is currently producing a guide to identify the relevance of 

ethical dimensions at the early stage of scoping.

The critical point is that ethical issues influence the way in 

which experts weigh long-term risks and benefits. The lit-

erature review on GH for non-deficient children has shown 

that clinical assessments tend to overvalue the effective-

ness of the treatment when short size is considered as a 

disease. Conversely, the risks of treatment toxicity are over-

valued when short size is not considered a disease. 

Whose preference?

The measurement of preferences varies. The following 

must be considered: 

>> Whose preferences are under consideration? Those of 

the children or those of the parents? It is known to be 

mostly the parents who care about the size issue; they 

think it determines their child’s future according to a 

number of social stereotypes. 

>> The importance attributed to size varies with age. 

>> The negative impact of treatment is assessed differently 

during and after treatment. 

>> Issue of preference adaptation (as in many other cases of 

illness).

>> Long-term measurement needs to be addressed.

When dealing with ethical issues it is important to ensure 

that unexpressed and subjective value judgements are pre-

vented from influencing the scientific evaluation. The idea 

is to help experts to reach axiological neutrality in high-

lighting subjective value judgements. These value judge-

ments are currently embedded in clinical decisions and it is 

difficult to identify them. 

The methodology included a review of the ethical literature, 

with the help of a philosopher specializing in bioethics, and 

development of a framework of ethical positions on GH 

treatment. This matrix was presented to the working group 

and to the specialist committee at HAS (CEESP – Economic 

and Public Health Evaluation Committee). This comple-

ments the clinical assessment carried out by the transpar-

ency committee by including all other components of the 

decision, which are based on ethical dimensions, including 

economics. 
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Positioning
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Framework of positions towards GH treatment

Radical subjectivism
If short size causes suffering, it is a disease 

‘Disease’ is based on welfare loss 

Non-toxicity of treatment is a certainty

Burden of treatment is moderate

‘Heightism’

Freedom for clinicians to provide treatment

Welfare

Moderate subjectivism
If short size causes suffering, it is a disease

‘Disease’ is based on the concept of ‘Health’

Non-toxicity of treatment is presumed

Burden of treatment is high

Social approach is more important than therapeu-

tic approach

Welfarism (autonomy and beneficence)

Contractualism, right to health

Radical naturalism
Short size in non-GH-short children is not a dis-

ease, ‘Health’ is based on the concept of ‘Disease’

Toxicity of treatment is a certainty

Burden of treatment is disproportionaly high

Primacy of therapeutic over social approach

Non-maleficence, inalienable rights

Paternalism

Moderate naturalism
Short size in non-GH-short children is not a disease 

‘Health’ is based on the concept of ‘Disease’

Toxicity of treatment is presumed

Burden of treatment is disproportionately high

Centered on therapeutic approach

Beneficence, dignity rather than autonomy

Right to healthcare, deontological ethics

Hippocratism

What was the impact of this assessment on the final choice? The 

final report showed that a full HTA report, including all dimen-

sions (clinical, sociological, ethical, economic, and legal) is es-

sential when it comes to measuring both the individual clinical 

added value and the collective added value. The conclusion is 

that there is no proof of value at the collective level and that oth-

er strategies should be developed to address the issue of small 

size, including changing society’s appreciation of small size. The 

minister’s final decision was actually to continue reimburse-

ment but with a close monitoring of use and associated risks. 

Lessons learned

Positive impacts of ethical analysis:

>> Helps assessors to seek value-free assessments; 

>> Helps to avoid undocumented and sometimes implicit 

ethical controversies in working groups and assessment 

committees.

Difficulties encountered:

>> The language used in bioethics is complex;

>> Aggregating quantitative and qualitative data is difficult.
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Conclusions

>> Considering ethical dimensions at the early stage of 

scoping is essential.

>> Methods for including ethical analysis remain challenging. 

>> Multidisciplinary specialist committees such as CEESP 

contribute towards these objectives, but international 

collaboration is needed in this field. 

Discussion points 

>> It could be useful to allow patients to indicate a value on an 

emotional scale to describe the emotional impact of their 

disease. This can then be balanced against clinical aspects, 

just as the impact of pain can be graded on a visual scale. 

This would be used not as an independent value, but within 

a field of balancing values for both the child and the parents.

>> We need to be careful how we explain benefits to pa-

tients. What is at stake is the value of hope: €17,000 per 

centimeter gained is a mean figure, but the issues in terms 

of expectations and hope are also very important. How 

much is a person willing to pay for an extra centimeter? 

The use of QALY allows some comparison to be made. 

>> It is not only about hope, but also about the parent’s res

ponsibility when facing something that could determine 

the future of their child, which means about 70 or 80 years 

of quality of life. The meetings with all the representatives 

of parents associations were very interesting because the 

question was framed as taking away something that was 

currently being reimbursed. Attempts were made to ex-

plain the opportunity cost by saying that other approaches 

would be suggested such as nutritional supplements and 

psychological therapies. The parents responded, «But we 

already have all that; why should we choose?» 

>> It is very difficult for experts to face the future beneficiaries 

of a policy when they come in for audits and hearings. This 

situation is quite different from working on the basis of the 

value of a life in statistical terms without knowing who will 

benefit from it. This point has been raised before and it is 

clearly essential. If a decision has to be made ex-post it will 

always be based on a Rule of Rescue. 

>> Asking affected groups about the meaning of a disease is a 

very important and laudable endeavour that has not been 

explored enough in methodological terms. One of the 

major untapped resources is the crowd sourcing of data 

collection. Ethically, however, it is rather difficult because 

it is then necessary to be very transparent about how the 

findings of these explorations influence decision-making. 

What complicates this even further is that asking affected 

people obviously should not prejudice the outcome. This 

is rather like allowing people who have been victims of a 

crime to decide the fate of the perpetrator. Affected peo-

ple will always lobby for access to treatment. 

>> Empirical work shows that one powerful motive for the 

decision is avoiding regret after a decision where the 

decision-maker is responsible for making a choice. This 

is multiplied in the case of parents who are choosing 

on behalf of their children. Looking more closely at this 

and when the comparison is made with rare cases, the 

epidemic of orthodontic treatment is occurring due to 

parents’ avoidance of the potential regret of having an 

adult daughter with a gap between her front teeth that 

may diminish her chances of finding a partner in later life. 

The impact of ethical issues on the assessment process seems to increase with a decreasing 

quality of evidence. This is a major concern. Ethical dimensions should not only be considered  

when there is a decreasing quality of evidence. 
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Case study 4

Contraception for young girls 

Context 

Contraception for young girls is an example of a situation that cannot be considered as either a “therapy” or as a convenience 

treatment. However, contraception is still important in terms of prevention and has social, ethical and moral aspects. Another 

aspect is the large volumes involved. 

Is it the role of social security to prevent social problems such as teenage pregnancy? Furthermore, does society have to ad-

dress the moral values involved in this question, such as sexual relationships at a young age?

A complex issue

Contributed by Mireille Merckx Paediatric and Adolescent Gynaecology at  

UZ Gent Women’s Clinic and Vice President of the Flemish obstetrical and gynaecological association (VVOG)

Youngsters are sexual beings and should be seen as such. 

There are some 70 million births to teenage mothers aged 

15 to 19 in the world. With about 1.75 billion youngsters 

between 10 and 24 years old, the population of the world 

has now reached 7 billion. 

Should a gynaecologist be concerned about demograph-

ics? If contraception is made available to youngsters, this 

will make the world a better place while saving costs as 

well. Paying for contraception actually results in savings. 

An adolescent decision to take contraception is very com-

plex. Girls go through puberty earlier; they may engage 

in risky behaviour at a young age and about 50% of them 

have sex between 15 and 19 years old. Some facts:

>> 35% of youngsters do not use contraception;

>> First medical counseling on sex occurs approximately 

one year after they start having sex;

>> 20% of pregnancies occur within the first month; 

>> 50% of pregnancies occur within the first six months.

Figures from Belgium indicate that last year about one in 

2,200 teenagers became pregnant. The number of abor-

tions was also high at 19,578. It should be emphasized that 

it costs less for the patient, but not for society in terms of 

healthcare, to have an abortion than to take contraception. 

The choices that are made are influenced by ethnicity, age, 

marital status, education, income and fertility intentions. 

The absence or failure of contraception can be due to: 

>> Reluctance to acknowledge sexual activity; 

>> A sense of invincibility; 

>> Misconceptions surrounding the use or appropriateness 

of contraception; 

>> The secret garden;

>> Ambivalence; 

>> Perceptions that birth control is dangerous, for example, 

the risk of thrombosis.

The informed choice study, conducted in 11 European 

countries and involving some 26,000 women, showed that 

after counseling, 63% changed their views about their own 

contraception.

There is a compliance problem: 28% of women in the 

United States use the contraceptive pill. Of these, 29% 

stopped after six months, although they did not wish to be-
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come pregnant. The rate of contraception discontinuation 

is the same with medroxyprogesterone acetate injections. 

The continuation rate is higher with intrauterine devices 

(IUDs). Finally, 26% of adolescent couples that abstain from 

intercourse because they do not wish to use contraception 

become pregnant within one year.

Financial accessibility has to be guaranteed. Most oral con-

traceptives are reimbursed but not some of the new forms 

of contraception. The vaginal ring is an ideal solution for 

a girl who does not want to show that she is using a con-

traceptive. The same is also true of progesterone implants. 

Soon hormonal IUDs will be available for youngsters. These 

will be smaller and offer certain benefits, such as a low price 

and fewer menstrual periods. The benefits of long-acting 

contraceptives should be highlighted more, but there is 

reluctance about doing this. It is also necessary to consid-

er the question, “Why don’t young girls have the right to 

adapt their contraception to their lifestyle?” 

Recommendations 

>> For sexual beings, abstinence is not an option.

>> Doctors should be prepared to provide non-judgemental 

education and preventive counseling.

>> Doctors need to counsel their sexually active patients 

about the consequences of sexual activity, including 

pregnancy and sexually transmitted diseases.

>> Contraceptive services need to be delivered in an envi-

ronment that is conducive to trust and confidentiality.

>> Contraceptive services should keep their skills up to date.

>> Doctors should provide appropriate follow-up in relation 

to contraception, to ensure compliance.

>> Secret sexual garden policy – is it acceptable for young 

people to have sex without informing their parents? But 

confidentiality between a young person and her doctor 

helps to avoid risky behaviour. 

>> Providing contraception results in substantial cost savings 

to the healthcare system.

>> Convenience is a primary determinant of contraceptive 

choice (oral contraceptives, vaginal ring, long-acting re-

versible contraception, etc.).

>> IUDs and implants are 20 times more effective if they are 

provided at no cost and will lower rates of unintended 

pregnancy. 

Discussion points

>> Obviously contraception is beyond the scope of treat-

ment for diseases; the discussion must be extended to 

include what is more of a social or socio-political issue. 

This area is full of taboos. One is the moral issue. Should 

youngsters be having sex this early? Transparency is 

needed to have the discussion at the right level. It will in 

any case be difficult to find a solution. Simply discussing 

it from a narrow perspective of medicine and the risks of 

diseases and disorders is not appropriate. 

>> Is there a difference between paying for something that 

is subject to a moral judgement and paying to prevent a 

social problem of another kind? The judgements or argu-

ments made in relation to this issue are moral ones. The 

question in this debate is whether it helps to reduce the 

number of abortions. If it does not reduce the number of 

abortions it is not worthwhile to give preferential reim-

bursement to young girls.
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>> Almost every decision has a moral dimension. For ex-

ample, when access to certain treatments is limited on 

the basis of age, this makes a moral statement about the 

value of older people. The same can be said about people 

at the beginning of their lives. This list can be extended 

endlessly. It is important to avoid trying to separate pure-

ly medical decisions or purely medical economic deci-

sions from those that also involve moral decisions – both 

aspects are always involved. 

>> Girls from lower socio-economic classes are known to use 

less contraception. This inequity needs to be addressed. 

However, effectiveness is also important. Clearly oral 

contraceptives are effective, but the question remains, 

“Is the reimbursement policy effective?» In Belgium they 

are fully or partly reimbursed for young women up to 21 

years old, but has this really increased the number of girls 

who use contraceptives? Would other measures have a 

greater effect? This problem of compliance must be ad-

dressed and the only way to deal with it is to talk with 

them and do some real counseling. 

>> What should be the age limit for reimbursement of 

contraceptives? Are there any limits? Ideally, all women 

should be reimbursed for their contraception. 

>> In the last 10 years, companies have played a very im-

portant role because at a certain time they decided to 

withdraw from reimbursement because they were being 

taxed on their sales. Only half of them returned when 

they received a tax exemption for contraceptives. This 

means that reviewing the argument does not help when 

it comes to reimbursement. This issue also affects moral 

judgements made on other levels. 

It is necessary to avoid trying to separate issues that are purely medical decisions  

or purely medical economic decisions from discussions that are also moral decisions  

– both aspects are always involved.
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Case study 5

Individual responsibility and lifestyle

Context

Policies seeking to promote personal responsibility are increasingly popular. Survey data suggest that people are willing to 

accept the principle of penalizing those perceived as taking health risks (“sticks”). The magnitude of acceptable penalties 

is comparatively small, however, and rewards (“carrots”) are preferred over penalties. Incentives should engage rather than 

frustrate those most in need of health improvement. 

Incentive programmes for loosing weight 

Contributed by Harald Schmidt, Department of Medical Ethics and Health Policy,  

Center for Health Incentives and Behavioral Economics, University of Pennsylvania, United States

“An ounce of prevention is worth a pound of cure.” – Ben 

Franklin, founder of the University of Pennsylvania,

Obesity figures from the United States do not look very dif-

ferent from those in many European countries. Over the last 

30 years there has been a 10% rise in obesity levels every 

10 years. Something needs to be done about this. Mapping 

all of the factors that contribute to obesity reveals that nu-

merous different factors are interrelated. There is no single 

magic bullet to combat the problem. This chapter discusses 

the aspect of individual-level incentives. 

Traditional economics states that we are all rational agents: 

we put our minds to something and do it because we are 

autonomous. Behavioural economics says that we are not 

actually as smart as we think. We often have great ambi-

tions but somehow we do not pull through. New Year’s res-

olutions are a good example of this. We have a piece of cake 

in front of us and we think, “That looks really nice; it tastes 

really good; it is probably not good for me but I would like 

that certain pleasure now rather than some not-so-certain 

benefit of looking better 10 years down the line.” 

The idea driving many incentive programmes is to turn that 

mechanism around to say, “We want to help you to do what 

we think is good for you by giving you some money as a 

tangible benefit here and now so that you will do some-

thing that confers a real benefit in the future.” This is one of 

the key psychological rationales for using health incentives. 

Gain sharing and cost shifting

When considering fairness and solidarity in relation to the 

use of incentives, two ways of financing need to be distin-

guished. One is gain sharing. If a health insurer pays out US$ 

700 to cover an obese person, but behaviour change occurs 

and the person is no longer obese, then perhaps some pro-

portion of the savings (maybe US$ 70 or US$ 300) should 

be returned to the person who has helped to achieve these 

savings. This can work as long as the process frees up re-

sources, which can help to meet more needs.

The other approach is cost shifting, which is more com-

monly driven by a motivation to penalize people for behav-

ing irresponsibly. The underlying rationale is that people to 
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whom higher healthcare costs are attributable should pay 

some or all of those costs. 

Before the 2010 health reform, employers were permitted 

to use up to 20% of the cost of coverage as incentives. If 

the cost of coverage was on average US$ 5,000, it was per-

mitted to put US$ 1,000 at stake, both to make it cheaper 

and to make it more expensive. Under the health reform 

this was increased to 30% and in some cases 50%. Now up 

to US$ 2,500 can be put at stake, depending on whether a 

person is healthy or not. 

The evidence set out below concerns both the methods 

used and what can be achieved using incentives. This is 

a randomized controlled trial1 that was carried out by a 

team at the Centre for Health Incentives and Behavioral 

Economics. There were three arms in the trial: a group fi-

nancial incentive, an individual financial incentive, and a 

control with a total of 105 participants. The target for all 

participants (with a Body Mass Index (BMI) between 30 and 

40 kg/m2) was to lose one pound per week. They received 

monthly feedback on how they were doing.

Effectiveness of 2 financial incentive designs  

for promoting weight loss among obese employees

Control Individuals Group 

Monthly weigh-in US$ 100 if on/below target US$ 500 for group of 5: split if on/below 

target 

Support Info, visual/numerical feedback, 

reminders 

Info, visual/numerical feedback, remind-

ers, reward, regret 

Info, visual/numerical feedback, 

reminders, reward, regret, loss aversion, 

competition 

24 weeks M=1.1lb, 

(95% CI, -2.8-5.0) 

M=3.7lb, 

(95% CI, 0-7.4) 

M=10.7lb, 

(95% CI, 7.3-14.2) 

36 weeks M=1.0lb,

(95% CI, -2.6-4.6) 

M=1.7lb, 

(95% CI, -2.0-5.4) 

M=7.5lb, 

(95% CI, 3.7 -11.3) 

In the individual arm, people were given US$ 100 if they 

were on or below their target each month. If they were 

not on target they were told that they would have made 

that money, which makes use of regret and loss aversion 

mechanisms.

In the group arm, people were randomly assigned to groups 

of five people and the US$ 500 was distributed among 

them all if they met the target; if only a few met it those 

individuals received the whole amount. This approach 

worked even more strongly on loss aversion and regret and 

used competition. After 24 weeks there was very little (1.1 

pound) weight loss in the control arm, 3.7 pounds in the 

individual incentive arm and 10.7 pounds in the group arm. 

Three months after the end of the study all the participants 

had regained weight, but the group arm still fared the best. 

1	 Kullgren, J. et al. [2013]. “Individual vs. Group-Based Incentives for Weight Loss: A Randomized, Controlled Trial”. Ann Intern Med 2013;158:505-14. doi: 
10.7326/0003-4819-158-7-201304020-00002. http: //annals.org/article.aspx? articleid=1671710

http://annals.org/article.aspx?articleid=1671710
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The “responsibility gap”

There is another, darker side to this debate. Steve Burd 2, 

the CEO of Safeway, a major supermarket chain, made this 

argument: “In car insurance the risky drivers don’t support 

the good drivers; they should be paying for higher risks 

themselves. That is why we should do the same in health-

care, and charge smokers and obese [people] more.” 

Carrots, sticks and false carrots

When support for this argument was tested in a popula-

tion-level survey, the answer in the United States is that 

57% agree with or accept such a policy. The results were 

the same when this was done in Germany. While Burd wel-

comed the possibility of shifting up to 20% of the cost of 

coverage, he opined that this was not sufficient to cover the 

true cost attributable to unhealthy behaviour. Burd refers 

to the discrepancy as the “responsibility gap”. He was one 

of the most influential lobbyists in introducing the 2010 in-

creases to a 30% threshold and in some cases to 50%. 

In an experiment that also formed part of the surveys in 

the United States and Germany, people were presented 

with three different weight control scenarios in rand-

omized order. The employer offered six monthly weigh-ins. 

Respondents were asked how much money, on a scale of 

US$ 0 to US$ 2,500 should be put on the line in the follow-

ing scenarios: 

>> Carrot: If employees have a normal BMI, by how much 

should their insurance contributions be reduced? 

>> Stick: If employees are overweight, by how much should 

their insurance contributions be increased?

>> False carrot: In this scenario, contributions for all employ-

ees were increased by a certain amount at the beginning 

of the plan year, but a rebate equal to the increase was of-

fered if the target was met. Therefore, by how much should 

contributions be increased at the beginning of the year?

In the US sample, there were no differences between the 

false carrot and the stick, but the median amount was 

only US$ 50, whereas it was US$ 200 for the reward. Lower 

weight and income groups set lower levels for the stick as 

opposed to the false carrot, perhaps indicating opposition 

to overt penalizing.3 In the German sample, by contrast, 

respondents differed in their values for the stick (US$ 66) 

and false carrot (US$ 26) overall although, as in the United 

States, carrots were clearly preferred (US$ 132). 

There is some support for penalties, but if you look at what 

seems to be the morally relevant question of the magni-

tude of the penalties, it is actually much lower than most 

people think. Safeway CEO Burd wants to penalize people 

by US$ 700, but it turns out that most people say US$ 50 is 

acceptable. This does not mean that such a large amount 

should be put at stake for incentives, but it offers a measure 

of what people think is fair and unfair. 

In another study, five rationales were considered in a 

broader healthcare priority setting and it seems that with 

regard to legitimacy and acceptability, the issue of engage-

ment is very relevant.4 

2	 Burd, S. How Safeway is Cutting Health-care Costs. OpEd. Wall Street Journal, 12 June, 2009.

3	 Schmidt, Harald (2013). “Carrots, Sticks and False Carrots: How high should weight control wellness incentives be? Findings from a population-level experi-
ment. “Frontiers in Public Health Services and Systems Research 2.1: 2.

4	 Kreis, Julia, and Harald Schmidt. „Public Engagement in Health Technology Assessment and Coverage Decisions: A Study of Experiences in France, 
Germany, and the United Kingdom.“Journal of health politics, policy and law38.1 (2013): 89-122.
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Take-away points

Incentives can be effective tools in weight control/loss. 

They can empower and penalize individuals, and they can 

both strengthen and undermine autonomy and solidarity.

Penalties have some support, but the magnitude is low. 

Framing seems to matter. 

The involvement of society is important when it comes to 

facts, values, legitimacy, acceptability and dissemination. 

By involving society it is possible to align interests and 

avoid backlash. Concerning modes and levels, effective-

ness and fairness are important. 

Discussion points

>> One of the major difficulties with the current analogy is 

that we are assuming that the relationship between the 

behaviour and the outcome is unequivocal in the sense 

that whatever is done will reduce the probability of the 

outcome. Therefore, it is very difficult to define the in-

dicators. From the example provided it is clear that, de-

pending on the type of indicator used, the threat of the 

stick or carrot will be very difficult to implement and may 

in fact even lead to inequality, not only because of the 

influence of income and education, but also due to ge-

netic aspects. 

>> There are other mechanisms that play a role. In a study 

on smoking cessation, which won the BMJ Research into 

Practice award, a US$ 750 incentive was provided for 

smoking cessation; US$ 100 for attending a smoking ces-

sation class; US$ 250 for not smoking after one year; and 

the rest later. This exploited all the incentives identified 

by behavioural economics. 

>> Quit rates in the incentive arm were three times higher at 

six and 12 months. Because giving up smoking is very dif-

ficult, this is a significant success. The company that did 

the study wanted to roll it out and believed that US$ 750 

is a very small price to pay for convincing people to quit 

smoking. But the non-smokers then objected, saying, 

“What about me, I haven’t smoked all my life!” This com-

pany implemented a US$ 620 surcharge on the smokers. 

It proved to be completely ineffective, but it does show 

that this approach has real potential. 

>> Equality is also an issue. Incentives can be both prospec-

tive and retrospective. The carrot and the stick have been 

mentioned, but carrots come in two types: they can take 

the form of either gains or reduced losses. So if bad food 

is priced much higher, the incentives can be incorporat-

ed in advance or covered in advance. This distinction may 

be important. 

>> Only talking about financial incentives represents a re-

ductionist approach. 

Some personality structures are compatible with incentives; others are not. This addresses 

the behavioural economics approach of saying that there is no “one size that fits all”.
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>> There is no problem with incentives if the purpose is to 

say, «Think about it. Here is some input to allow you to 

change your life.” Reducing incentives to a behavioural 

idea that money = less fat, is not just a question of dignity, 

it is a question of complexity. This has been proven by a 

wealth of empirical data. Consider people who have given 

up smoking. Smoking is less complex than nutrition. For 

how long did they give up smoking and what other un-

healthy behaviours did they take up as a result of stopping 

smoking, i.e. nutritional aspects? This whole area is much 

more complex. Food also has cultural, psychological, inter-

personal and biological aspects. Clearly there are reasons, 

such as stress or social class, to explain why behaviours in 

regard to eating and nutrition are different.

>> What personality structures are compatible with incen-

tives? Some people do not need them and others do. This 

addresses the behavioural economics approach of saying 

that there is no «one size that fits all». For some people this 

may be the right approach, while for others it may not. 

>> People like Safeway CEO Burd, who only worry about the 

bottom line in terms of what they pay, should be a cause 

for concern. This is simply cost shifting. It has nothing to 

do with actions to improve health; it simply represents a 

stance along the lines of, “I don’t want to pay for this; you 

pay for it.” This is not the right version of solidarity, nor 

is this what happens in German healthcare funds, where 

such measures are used as a tool to improve competition 

and improve risk pooling in the population. 

>> It is important to make a clear distinction between re-

sponsibility and accountability. Responsibility in this case 

is not the kind of responsibility that actually pertains to 

individuals; it is something larger, something shared, 

something that comes close to what other people would 

call solidarity. Given that understanding of responsibil-

ity, how is it possible to operationalize decisions on ac-

countability for individual behaviour and on the incen-

tive structures or incentives embedded in healthcare 

systems? 

>> The difficulty of making people individually responsible 

for certain forms of behaviour does not mean that the 

use of incentives to make people healthier should be a 

source of discomfort. If incentives are seen as carrots, and 

if they work, then why not use them? 

>> Even if carrots are effective, people are not rabbits. 

Every neoclassical economist describes individuals as 

“homo economicus”, maximizing utility, benefit and so 

on. Perhaps that idea does exist, but such an unfounded 

belief is similar to belief in the existence of God. There is 

no proof that individuals are in fact “homo economicus”.

>> This is a mere opinion, which is not evidence based. 

Human beings deserve something other than carrots 

and sticks to make progress. Care and an explanation for 

the origin of inequalities are needed. 
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Case study 6

Medication when lifestyle  
change is an option

Context

Statins are the most prescribed medications in Belgium, representing up to 7% of total drug expenditure. The use of statins 

for secondary prevention of cardiovascular (CV) diseases is unquestioned for preventing a further CV event. However, their 

use as primary prevention for patients who have risk factors but have not experienced any CV problems is problematic. 

Theoretically, 88% of male Belgians aged approximately 63 years (61,000 individuals) could meet the criteria if the medica-

tion approach were considered alone. For these patients, changes in lifestyle could be used to achieve the same level of 

prevention. These lifestyle changes could also be encouraged by public prevention strategies. 

Reflection on the use of statins for primary prevention  

of cardiovascular diseases in Belgium

Contributed by Christian Léonard, Deputy General Manager at the Belgian HealthCare Knowledge Centre – KCE

Statins are effective in terms of reducing the risk of car-

diovascular disease even though the risk reduction is low 

when expressed in absolute terms. It has been shown that 

in the short term, side-effects are uncommon and usu-

ally not severe, but no evidence exists over the long term. 

However, there is some evidence that lifestyle changes are 

probably as relevant in terms of achieving results as statins. 

The two options are medicalization and lifestyle changes.

Medicalization

The consequences of this option are: 

>> There is no explicit debate about individual responsibility 

(IR) and horizontal and vertical equity. 

>> There is no explicit debate about IR and degrees of free-

dom versus degrees of determinism. 

>> There is no explicit debate on the causes of the socioeco-

nomic gradient, i.e. the causes of the causes.

>> Implicitly, there is no moral judgement over issues such 

as a licence to eat unhealthily, smoke and or be inactive.

>> Implicitly, there is acceptance and even reinforcement of 

the classical paradigm of economic growth and attitudes 

towards production and consumption. 

>> No real attention is paid to opportunity costs. 

Lifestyle changes

This option raises a number of questions: 

>> Should the patients be held responsible for their past, 

present and future or only for their present and future? 

>> How should “equals” be defined (equal LDL level, equal 

age and LDL level, equal effort to stay healthy, etc.)? 

>> How is it possible to treat equals equally and unequals 

unequally? 

>> How can incentives (carrots or sticks) be organized to 

make lifestyle changes possible?
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Mr. Fit and Mr. Fat

The following simple example illustrates the complexity of 

making a choice when it comes to issuing an opinion about 

lifestyle changes. Mr. Fit and Mr. Fat both have high choles-

terol. Mr. Fit refuses to stop eating cheese and butter. Must 

we refuse to reimburse statins for Mr Fit? 

Mr. Fat agrees to eat less cheese and butter, but his LDL level 

remains too high. Must we reimburse statins as primary pre-

vention for Mr Fat because he has made an effort? 

Now we learn more about Mr. Fit and Mr. Fat. We now know 

that Mr. Fit cycles for two hours a day, eats a wide range of 

fruit and vegetables and does not smoke or drink alcohol. 

Do we still have to refuse reimbursement for Mr. Fit? He is 

making many efforts in other areas than just giving up eat-

ing cheese and butter. 

Mr. Fat eats less cheese and butter, but he eats a lot of other 

fatty foods and is physically inactive. Do we still have to re-

imburse statins as primary prevention for Mr. Fat? 

This is not the end of the story. We now have all the infor-

mation about Mr. Fit and Mr. Fat. In fact, Mr. Fit’s father is 

an epidemiologist who is convinced of the benefits of a 

healthy lifestyle. His mother is a champion marathon run-

ner, nobody in his family is overweight and he has a favour-

able genetic profile. Does Mr. Fit really deserve reimburse-

ment of statins? Is his level of effort sufficient to “deserve” 

this reimbursement? 

The parents of Mr. Fat are unemployed. All the members of 

his family are overweight and he does not have a favour-

able genetic profile. Can we ask Mr Fat to make a greater 

effort? Is this realistic? Is it equitable? 

Clearly the second option – true lifestyle change – is very 

demanding. How is it technically possible to obtain suf-

ficient information about the future health status of Mr. 

Fit and Mr. Fat when they grow older? Are we willing to 

question not only the lifestyles of individuals, but also the 

lifestyle of society as a whole? Are we convinced that the 

use of incentives will compensate for the cultural, educa-

tional, economic and social determinants? Is there suffi-

cient evidence on the effectiveness and efficiency of these 

incentives? 

The debate on responsibility is unavoidable, as is the challenge of giving people,

to use the terminology of Nobel Prize Winner in Economics, Amartya Sen,  

“The capability to make real choices”.
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Conclusions

R esponsibility              and    individual          freedom     

Clearly there are practical and ethical drawbacks when it 

comes to ways of making people responsible. Nevertheless, 

responsibility remains firmly linked to individual free-

dom. Nobel Prize in Economics winner Amartya Sen says, 

“Freedom is a necessary and sufficient condition for re-

sponsibility.” The debate on responsibility is unavoidable, as 

is the challenge of giving people, to use Sen’s terminology, 

“the capability to make real choices”. 

Using incentives to make people responsible for adopting 

a healthier attitude raises problems, obviously in terms of 

effectiveness and efficiency, but also at the level of equity. 

Even if incentives are effective, they do not really respect 

human dignity. Human beings deserve something better 

than just incentives, such as carrots and sticks, to make life-

style choices. 

I ndividual         and    collective         

responsibility            

A preferable approach would “make people responsible”, 

based on the concept of giving them the freedom to be-

come both responsible and capable of making a choice. 

This discussion should be not only about individual respon-

sibility, but also about collective responsibility. 

The best way to become collectively responsible is to start 

by being individually responsible. The two are linked and 

this is probably a good way to build a society of responsible 

individuals and a society of equals. 

Discussion points

>> Before discussing disease it is important to know what 

health is. The patient should have a definition of health 

that is not influenced by what comes from the media; it 

must be an individual’s own definition of health. What is 

the meaning of health for the individual, not for society? 

Knowing this is the first step towards becoming free. 

>> The debate about lifestyle and health is often limited to 

discussions about food and physical activity, but other 

types of high-risk behaviours should be addressed as well. 

>> What about the cost-effectiveness of prevention? It is not 

always cost effective. On average, preventative measures 

are even less cost effective than curative measures, but 

society still prefers prevention for its own sake. Although 

this difference is clear, society still prefers prevention.

>> In some cases prevention will save money and in some 

cases it is better to wait for treatment. However, the point 

is that the priority is health, not cost. For example, the 

German law on the provision of bonuses specifically says 

that bonuses must be funded from savings that result 

from participation. 

>> If a programme for improving health is very good but 

costs a little more, it is necessary to consider what soci-

ety is willing to pay for it. It may be that some of these 

programmes cost money, but if they really help people 

to quit smoking, this may represent money well spent as 

opposed to simple information campaigns. Nevertheless, 

prevention alone will not always save money. 
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>> Health is a right, but it is also a responsibility because so-

ciety contributes to the cost. Discussions of the patient’s 

individual responsibility are rather ambiguous because 

of information asymmetries. The responsibility of physi-

cians should also be considered, because the choice of 

treatment is essentially the responsibility of prescribers. 

It is important to find a balance when deciding the type 

of responsibility to introduce into the reimbursement 

system. The balance between the responsibilities of pa-

tients and doctors should be related to each party’s abil-

ity to act on that decision. This is particularly true in the 

specific case of statins. 

To be consistent, responsibility must be shared. If money, 

in the form of incentives, is effective and efficient, then 

responsibility must be shared among patients, institu-

tions and practitioners. 

>> Because budgets are restricted, financial choices are una-

voidable. The important thing is the way in which these 

choices are made. Developing each person’s sense of 

collective responsibility makes it possible to ask people 

to build up the system in solidarity. Decisions can then 

be made collectively on restricting reimbursement for 

medications. 

>> It is not necessary to make the choice for other people. 

Decisions should be made collectively – whether they 

are patients or citizens. They pay taxes and social secu-

rity contributions. They have the right to decide together 

what to do with the budget. The starting point is a sense 

of individual responsibility, which is developed by what 

might be called “the care we have for each other”. 
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Case study 7

Futile diagnostic tests

Context

The use of high technology and high-cost diagnostic testing has increased substantially in recent decades. This is evident in 

laboratory tests and also in radiology. The growing use of diagnostic imaging can be attributed to a number of factors such as 

ageing populations, advances in imaging technology, extension of indications to cover more clinical conditions, availability of 

the technology and increasing numbers of radiologists. 

Referring physicians are playing a central role in this increase and several factors affect their test ordering behaviour, including 

the increased demand for assurance among both patients and referring clinicians, professional uncertainty, defensive medi-

cine and the payment system. 

This expansion of radiological services has a significant impact on healthcare costs, risks and the quality of healthcare services. 

The risk of radiation exposure is also attracting increasing attention.

Excessive use of X-ray imaging

Contributed by Bjørn Hofmann, University College of Gjøvik, Norwegian Knowledge Centre for the Health Services,  

and Section for Medical Ethics, University of Oslo, Norway

The greatest increase in the use of radiological services has 

been seen in highly advanced technologies such as mag-

netic resonance imaging (MRI) and computed tomography 

(CT). These new modalities tend to be used as an addition 

rather than a substitute for old or conventional technolo-

gies. In many countries, both within and outside Europe, 

there are substantial geographical variations in their use 

that go far beyond variations in morbidity. It appears that 

the highest variation is seen in the least serious indications. 

There seems to be paradox underlying this. A technology 

developed for detecting diseases is being used to confirm 

health. A diagnostic technology for somatic diseases is be-

ing used to treat mental conditions such as health anxiety. 

Furthermore, technology is being used to detect somatic 

diseases in patients as a way of treating mental conditions 

such as anxiety and uncertainty or fear of litigation in the 

referring physicians themselves. 

Overuse and underuse both occur

Overuse is sometimes defined as examinations that are 

clinically unhelpful in the sense that the probability of 

obtaining information useful for patient management is 

extremely low. It is meant to be between 10% and 40%, 

but documented levels rise to 80% for some specific 

examinations. 

Underuse, on the other hand, is defined as patients failing 

to receive the examination when it is indicated. 

Wasteful use is expressed in concrete terms as repeating in-

vestigations, carrying out investigations whose results are 

unlikely to affect patient management, investigating too 

frequently, carrying out the wrong investigations and over-

investigation as defined by the guidelines. 
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What is the extent of the problem? 

>> Up to 40% of diagnostic imaging studies are inappropri-

ate. (Dehn et al, 2000; Carton et al 2002) 5.

>> Thirty percent of requests are reported not to be in 

accordance with clinical guidelines. (Carton 2005; 

Calvo-Villas).

>> The proportion of unjustified examinations ranges from 

20% to 50%. (Malone 2009) 6.

>> In a Swedish study, approximately 20% of all CT examina-

tions were not justified. (Almén 2009) 7.

>> In a Norwegian study, 75% of knee MRIs were classified as 

futile, with a total cost of NOK 50 million a year. (Hanger 

2005) 8.

Norwegian radiologists were asked what they thought 

were the causes of this increased volume of radiological 

investigations. Their answers were as follows (Lysdal 2009) 9:

>> Increased possibilities due to new radiological technol-

ogy accounted for about 83%.

>> People demanding greater knowledge about their 

health was mentioned in about 73% of the answers from 

doctors.

>> Referring physicians have a lower tolerance for uncer-

tainty, according to 65% of radiologists, which results in 

the radiologist or the referring physician carrying out an-

other MRI or CT scan, etc.

>> Expanded clinical indications for radiology accounted for 

about 58% of the cases. Many indications have been wid-

ened, while new indications are in the pipeline.

>> According to Norwegian radiologists, increased availabil-

ity of radiological equipment and personnel was another 

very important cause.

Why should society pay for these extra imaging studies and 

investigations? The reasons are because: 

>> The public wants these services. 

>> Advanced imaging enjoys high prestige. 

>> It allows early detection of health problems. 

>> These services are considered to be harmless, at least by 

the public. 

>> The potential for litigation is quite small; so far it is not 

possible to detect which cancers are caused by these 

services.

On the other hand, why should society not pay? 

>> Overuse implies misuse of resources (equity).

>> Overuse may imply hidden or unjustified prioritisation 

(justice).

>> Overuse may inflict harm: ionizing radiation, false posi-

tive test results, over diagnosis, over treatment – primum 

non nocere (first do no harm).

>> Overuse may harm professional autonomy/integrity.

Why should society be involved in decision-making? 

>> Examinations are demand driven and technology 

pushed.

>> Overuse is a waste of common resources in publicly 

funded healthcare systems.

>> It provides a way of counterbalancing the “technological 

imperative”.

>> The societal effect is different from the sum of single (in-

dividually based) decisions.

5	 Dehn T.G., O’Connell, B., Hall, R.N., Moulton, T. (2000). Appropriateness of imaging examinations: Current state and future approaches. Imaging Economics; 
13:18-26.

	 Carton, M., Auvert, B., Guerini, H. et al. (2002). Assessment of radiological referral practice and effect of computer-based guidelines on radiological requests 
in two emergency departments. Clin Radiol; 57:123-8.

6	 Malone, J.F. (2009). Radiation protection in medicine: Ethical framework revisited. Rad Prot Dosim; 135:71-8.

7	 Almén, A., Leitz, W., Richter, S. (2009). National Survey on Justification of CT-examination in Sweden. 2009:03: Swedish Radiation Safety Authority.

8	 Hanger, M.R. (2005). Kutt i bruk av MR kan spare 50 millioner. [Cuts in the use of MRI can save NOK 50 million. - In Norwegian]. Dagens medisin.

9	 Lysdahl, K.B., Hofmann, B. (2009). What causes increasing and unnecessary use of radiological investigations? A survey of radiologists’ perceptions. BMC 
Health Services Research; 9:155.
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Reasons why society should not be involved in the decision 

would be: 

>> Radiological examinations are a matter of professional, 

not societal, standards. 

>> Patient autonomy challenges professional autonomy. 

>> Advances in diagnostics promote welfare, if not health.

>> Overuse is hard to define. 

The ethical challenge – justice

The ethical challenge at the core of this is justice. Prioritizing 

healthy persons or persons with less severe conditions at 

the cost of persons with severe conditions, e.g., because it 

is easy to take a test, is problematic. Patient autonomy is im-

portant and so is the imperative not to inflict harm. Overuse 

also undermines a very important demarcation criterion 

because some of this expansion has no scientific basis. 

Conclusion

There is a significant technology push, there are growing 

expectations and demands from patients, patient autono-

my runs counter to professional autonomy at least in some 

cases, and professional uncertainty is leading to unneces-

sary examinations. The physicians have a need to be reas-

sured and there is a growing fear of litigation. 

The hidden prioritization resulting from this is challenging. 

The core of this problem is that technology may be used in 

ways that deviate from what was intended: sometimes with 

surprising and good results; but sometimes with bad results. 

Discussion points

>> High-technology equipment permits overuse. Surgical ro-

bots are another example. Once they are in place there is 

considerable economic pressure to use them. It is not pos-

sible to buy an expensive robot and then leave it idle, just 

as expensive imaging equipment cannot be purchased and 

then left idle. The first ethical question therefore appears to 

be how can the installation of this equipment be limited? 

Studies show that it is almost impossible to stop it due to 

competitive advantages, prestige, etc. There is a whole array 

of incentives in favour of these and almost no counterbal-

ancing force. Once they are in place, they can lead to mas-

sive overuse. This is known as heavy equipment. Imagining 

the country as a rubber surface, advanced diagnostic tech-

nology creates a dip and patients then flow towards it. 

>> Studies show that besides the availability of this equip-

ment, the distance from an MRI or a CT scanner is also 

a relevant parameter. It clearly emerges from this that 

to really make a change, access to these technologies 

should be limited, but this is difficult to achieve. 

A diagnostic technology developed for somatic diseases is being used to confirm health,  

to treat mental conditions such as health anxiety and also to treat mental conditions  

such as anxiety and uncertainty or fear of litigation in the referring physicians themselves.
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>> A recent study in several Belgian centres 10 examined 

each individual case referred for CT and checked wheth-

er these referrals were in accordance with the guidelines. 

Based on the total expenditure for this sample of cases, a 

reduction of up to 21% is possible.

>> The physician’s fee for service should also be mentioned. If a 

physician is paid for each CT scan carried out, there is a temp-

tation to do more. This comes down to the perverse financial 

incentives that exist within the system. The guidelines may 

also be called into question – they are sometimes written by 

physicians who have an interest in doing these scans. 

>> Guidelines are not legally binding. There are no sanctions 

for acting contrary to them. Many radiologists are barely 

aware of them. Radiologists strongly emphasize their 

professional autonomy when making decisions on each 

individual case. In the Norwegian study, when they were 

asked about the impact of economic incentives and legal 

aspects, these factors were unexpectedly rated very low 

on the scale, although the responses were anonymous. 

>> Many radiologists would say they are not the ones who 

need to know the guidelines and that responsibility lies 

with the referrers, i.e. general practitioners and other re-

ferring specialists. They reject any responsibility for imple-

menting guidelines, although they are the group of prac-

titioners who are supposed to be most familiar with them.

>> The problems facing referring physicians are that they 

do not want to displease their patients; they want to 

maintain trust and hope that the radiologist will refuse to 

perform the futile examination. However, the radiologist 

will say that because the referring physician knows the 

patient better, he or she is the one who knows if the x-ray 

imaging is really necessary. 

>> Another use of radiology is for patients who have a prob-

lem that cannot be detected using the technology, but who 

want to be reassured – or whose doctor wants to reassure 

them. But is it fair to use advanced imaging technology to 

make people feel more relaxed or comfortable? There is no 

evidence that it works, so this is rather like tricking or fool-

ing people. Besides, ionizing radiation from x-ray and CT 

machines is known to cause cancer and other diseases.

10	 College Radiologie (2011-2012). Gebruik van de aanbevelingen voor medische beeldvorming in België: Multicentrische studie. FOD Volksgezondheid. http://
www.health.fgov.be/internet2Prd/idcplg? IdcService=DOC_INFO_BY_NAME&dDocName=19084331
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Case study 8

Interventions at the boundaries  
of healthcare

Context 

Switzerland has a system of direct democracy, which allows citizens to express their preferences about critical topics 

through “referenda”. In a 1994 referendum, the Swiss population approved the introduction of a compulsory health insur-

ance scheme that allows free access to general practitioners and specialists (including psychiatrists/psychotherapists) and 

covers certain preventive measures and non-medical therapies (such as physiotherapy or speech and language therapy). 

In 2009 the Swiss people also overwhelmingly expressed their general support for complementary and alternative medi-

cine (CAM) and indirectly approved its coverage, despite a negative recommendation from scientific experts and a contro-

versial health technology assessment (HTA) report that expressed mixed opinions. 

Several questions arise: What are the limits of what should be considered as treatment?  To what extent should non-evidence-

based medicine (EBM) treatments be reimbursed? Is EBM a sine qua non condition for reimbursement? 

The case of psychotherapy 

Contributed by Felix Gurtner, Swiss Federal Office of Public Health (FOPH)

In Switzerland a number of special issues exist surrounding 

democracy. For example, direct participation by citizens is 

well developed. People can request a referendum or even 

make new proposals for the constitution. There is also quite 

a high level of stakeholder collaboration. Interested groups 

are involved and have to be consulted when new laws are 

prepared in the parliament. This sometimes leads to new 

laws that are hard to understand, but the Swiss people have 

to live with them. 

The health insurance law, which has now been in force 

for 16 years, is the result of such compromises. It defines 

a system of compulsory health insurance with a uniform 

package of benefits. Individuals have a number of choices 

concerning insurance companies, different deductibles, 

schemes with or without gatekeeping, etc. Coverage relies 

on certain principles. Services have to be effective, cost-

effective and appropriate.

In this specific culture of participation, many specific prom-

ises were made when preparing the law. It was stated, for 

instance, that complementary medicine would be reim-

bursed if physicians provided it. Psychologists also wanted 

to be integrated into the system and it was promised that 

this would happen as soon as a law defining their compe-

tencies was in force. This will be the case in 2013. 

After five years the law was evaluated and there was con-

siderable disappointment because the cost containment 

goals had not been achieved. This led to pressure to reduce 

the level of service. Complementary medicine was aban-

doned because an evaluation showed that the criteria of ef-

ficacy, effectiveness, appropriateness and the economic as-

pects were not fulfilled. However, three years ago the Swiss 

population expressed their “pro CAM” attitude in a referen-

dum, and reimbursement of some CAM services was rein-

troduced. This was the will of the people. Even if the criteria 
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are not fulfilled, CAM will be reimbursed for another five 

years and it will then be decided once again whether com-

plementary medicine is in accordance with the principles. 

Reimbursement of psychotherapy

The reimbursement of psychotherapy was re-evaluated in 

2004. In Switzerland psychotherapy is provided by psychia-

trists and psychologists, but reimbursed only if provided by 

psychiatrists, and by psychologists if they are employed by 

psychiatrists and work within their practices. Efficacy and 

effectiveness were reassessed in a literature review that 

concluded that cognitive behavioural therapies in par-

ticular had proved their effectiveness for many indications, 

but other therapies and methods less so. Indirect evidence 

came from the finding of a dose/response relationship, 

with most therapies reaching a plateau after 30 to 60 hours. 

There was little consensus on which method should be 

used for which problems. Experts highlighted the impor-

tance of the therapeutic relationship, while professional 

autonomy in deciding which method to use in which dis-

orders were not called into question. However, it was found 

that the condition of appropriateness was not met in many 

individual therapies. There was anecdotal evidence of very 

long courses of treatment and of treatment being provided 

outside the therapeutic context. For instance, professional 

reorientation was being paid for by health insurance. 

A case review system by insurance physicians was therefore 

set up. They were to be notified of any treatments extend-

ing to more than 10 sessions and would receive a detailed 

report from psychiatrists if the treatment continued for 

more than 40 sessions. These measures were not very suc-

cessful. Almost no treatments were refused, but the burden 

of extra administrative work far exceeded the gains. There 

were concerns about the confidentiality of data and it was 

also reported that there was a shortage of psychothera-

pists in some areas, with waiting lists even developing for 

some groups in the population, particularly adolescents 

and migrants. These measures, which had sought to im-

prove appropriateness in individual cases, were therefore 

abandoned. 

A new challenge

Now Switzerland is facing a new challenge. There is a major 

extension of the workforce in psychiatry because the labour 

market in Switzerland is now open to EU citizens, many of 

who have now set up practices in Switzerland. For example, 

last year in Geneva 80 psychiatrists set up new practices. 

Comparing the supply side within Switzerland and inter-

nationally, the OECD average is 15.4 psychiatrists for every 

100,000 people, but the figures are 42.2 for Switzerland and 

99 for Geneva, which is well above average. 

The majority of people who voted in favour of homeopathy do not necessarily  

believe in it. The issue that lies behind this question is that medicine is failing  

to meet these human needs. 
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Next year a new law will be introduced that will also allow 

psychologists to enter the market, resulting in an even larg-

er workforce. This does entail some positive results, such as 

alleviating problems of underuse or insufficient provision 

in certain areas or among certain groups. There certainly 

will also be negative effects: supply-induced demand is ex-

pected in other regions and modest increases in premiums 

are expected due to this development alone. People who 

pay higher premiums will want to use these services, so 

there will be an increase in moral hazard behaviour. 

Imposing restrictions may affect those with the highest 

need for these treatments. Paying for unnecessary psy-

chotherapies outside the healthcare context is a waste of 

resources. What also concerns some professionals is that 

populist reactions may result from extending reimburse-

ment of psychotherapies too far. Today, mental health 

problems are accepted health problems, a point that has 

been reached at the end of a long process. If more money is 

spent on unnecessary treatments, this consensus could be 

endangered by some political groups. 

What does the public want?

Surveys and referenda have provided some hints about 

what the public wants. They want a higher level of service, 

access to innovations and greater hospital density, but they 

do not want to pay for them. They want coverage for com-

plementary medicine and they want free access to special-

ists. A referendum seeking to encourage managed care ap-

proaches failed last summer. 

A survey carried out recently by the Commonwealth Fund 11 

showed that the population is quite satisfied with the cur-

rent healthcare system. However, people are also worried 

about the burden of premiums. In several cantons there is 

support for tax cuts, which may lead to reductions in the 

service level because hospital care is co-financed by the 

cantons. This may illustrate the limitations of direct democ-

racy when it comes to discussing the service level. Different 

participatory methods are needed, or perhaps the adop-

tion of a more old-fashioned paternalistic approach by the 

government or the administration. 

Conclusion

The benefit of psychotherapy is uncontested, but the sup-

ply will exceed the demand and it is very difficult to make 

the distinction between lifestyle and the treatment of men-

tal illness. Handling this in the best interest of the popula-

tion and the people who need access to psychotherapy is 

a real challenge. 

11	 Schoen, C., R. Osborn, et al. (2011).“New 2011 Survey of Patients with Complex Care Needs in 11 Countries Finds That Care Is Often Poorly Coordinated”, 
Health Aff,  30(12): 2437-2448 – http://www.commonwealthfund.org/Surveys/2011/Nov/2011-International-Survey.aspx 

http://www.commonwealthfund.org/Surveys/2011/Nov/2011-International-Survey.aspx 
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Discussion points 

>> This raises the problem of the majority of resources go-

ing to those who are less sick. For psychotic and severely 

ill patients, a problem exists even in Switzerland with the 

fair distribution of psychotherapy resources. 

>> Considering health versus well-being and the continuum 

“from not well-being to mental disorder to mental ill-

ness”, it is ultimately difficult to determine the domain in 

which healthcare should act and in which there should 

be an entitlement to healthcare reimbursement. Perhaps 

this discussion is about a common problem in primary 

care. In general practice this accounts for quite a large 

proportion of the working hours of many people work-

ing in healthcare. This leads to difficulties in handling 

these problems in an appropriate way. 

>> Attempts are very often made to include non-drug 

therapies, one of which is often psychotherapy. This re-

ally characterizes a global approach versus an approach 

of simply looking at a single drug against a placebo or 

another drug. Opening up the alternatives, for example 

to include psychotherapy, is very often a useful exercise 

because it puts things in perspective. 

>> A  difficulty is the lack of scientific evidence due to the 

lack of funding for this type of approach. This is a major 

ethical concern: funding of research for certain types of 

non-drug approaches is underdeveloped. 

>> Some countries have a very high level of antidepres-

sant use compared to others, but on closer inspection 

it is clear that major depression is often under-treated. 

As a result, many people with major depression do not 

receive the evidence-based drug treatment. On the 

other hand many people without depression do receive 

antidepressants. Another problem is that there is also a 

population of patients who feel depressed but the objec-

tive diagnosis is still “no depression”. The physician then 

has to tell them that they are not entitled to this treat-

ment. It is difficult for doctors to communicate this type 

of information. 

>> General practitioners are the psychiatrists of misery, but 

have nothing to offer patients other than medicine. This 

is a real problem: faced with human misery doctors have 

nothing to offer. 

>> Is evidence-based treatment a sine qua non condition for 

reimbursement? Moving on from psychotherapy to alter-

native medicines, clearly there is no proof of efficacy, but 

it could be argued that homeopathy or other CAM thera-

pies give people a sense of well-being. They feel better 

and this may be attributable to the placebo effect. This 

may reduce costs because people are not taking other 

medications and the side effects of those medications 

could be avoided.

>> In Germany, many sickness funds cover homeopathy. 

Their argument is that if they do not cover it, they will 

lose people who will otherwise go over to private health 

insurance. The people involved are often those with 

higher incomes, so this undermines solidarity. 

>> On an evidence-based level there is no room for home-

opathy, alternative medicine and the like, but as long as a 

general practitioner has no more than seven minutes for 

each patient and as long as talking forms of medicine are 

not practiced within what is called «official medicine», 

people will take their needs to other branches of medi-

cine. As long as this matter is not discussed, it will not be 

possible to remove alternative medicines from the public 

healthcare system. 

>> Switzerland provides an excellent example in this regard. 

The majority of people who voted in favour of homeopa-

thy do not necessarily believe in it. Medicine should not 

be failing to meet these human needs and that failure is 

the issue that lies behind this question.
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Case study 9

Expensive treatments  
with limited effectiveness 

Context 

In France, the Haute Autorité de Santé (HAS) decided to lower the rating of “medical utility” (service médical rendu) for medica-

tions to combat Alzheimer’s disease. The assessment that the drugs are of “weak medical utility” has nevertheless allowed the 

social security system to maintain a 100% reimbursement. This decision is based on the principle of “national solidarity” be-

cause there is no other existing treatment and it is impossible to predict in which few patients the treatment will give favour-

able results. The initial prescription is issued by a specialist (neurologist or geriatrician), and continuation or discontinuation of 

treatment should be confirmed every year. 

In many countries, the conditions for reimbursing these medications specify that the drug should be stopped if during the 

course of the illness the person’s condition deteriorates beyond a certain level measured through neuropsychological testing. 

However, this is almost impossible to implement in practice.

There are questions about the extent to which society is willing to pay for these expensive treatments when they have limited 

effectiveness and a high impact on the budget due to the volume of use.

The case of medications for Alzheimer’s disease

Presentation by Joël Ménard, former WHO expert for cardio-vascular diseases;  

author of the 2007 French Plan Alzheimer Report, France

In France, the total annual cost of Alzheimer’s disease is 

considered to be around €10 billion a year. The amount 

spent on specific medications to treat this disease is around 

€250 million, which is only a very small part of the global 

cost of the disease. However, the effects of these drugs are 

assumed to be symptomatic rather than disease modify-

ing. Currently, there are no disease-modifying treatments 

available. 

The cholinergic hypothesis to account for Alzheimer’s dis-

ease was first put forward in 1976, and resulted in most 

companies launching research programmes aimed at 

strengthening cholinergic transmission. These research 

programmes succeeded in bringing the first drug to the 

market in 1997. These investments began to yield a return 

after 20 years of public and private research. 

As is often the case in medicine, the first papers published 

about these drugs were very positive, but were followed by 

far less positive ones. In 2004 a relatively negative study on 

the efficacy of this class of medications was published. 12

12	 AD2000 Collaborative Group. Long-term donepezil treatment in 565 patients with Alzheimer’s disease (AD2000): randomised double-blind trial The 
Lancet (2004), 363, 2105-2115.
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Limited and largely inconclusive evidence

In 2006, NICE in the UK said, “Although [these drugs] have 

proved gains in cognitive and global scales compared with 

placebo in people with mild to moderate Alzheimer’s dis-

ease, there is limited and largely inconclusive evidence on 

outcomes that are important to patients and carers, such 

as quality of life and time to admission to a nursing home”. 

Physicians, patient associations and drug companies imme-

diately responded by emphasizing that they had “no access 

to the models that were used to make this kind of calcu-

lation” in relation to NICE’s £30,000 per quality-adjusted 

life-year. 

This debate was even taken to court. The decision was that 

NICE acted fairly when it refused to supply the drug com-

pany with the full version of the computer model, which it 

used to decide that the treatment would not be cost-effec-

tive in the early stage of the illness. The debate went on for 

three years. 

Making an important difference  
in people’s lives

In 2010 the indications used by NICE were widened, al-

though there was no real new data in the literature. The 

new guidance stated that the drugs should be a treatment 

option for people with both mild and moderate forms of 

Alzheimer’s. The Alzheimer’s Society commented, “This de-

cision stands to benefit hundreds of thousands of people. 

The drugs are not a miracle cure, but they can make impor-

tant differences to people’s lives. For the price of a cup of 

coffee they can mean the difference between recognizing 

your loved ones and playing with your grandchildren.” This 

makes it clear how emotional the reaction was. 

In France, the HAS recently reviewed the drug and used a 

word that nobody, including patients, relatives and physi-

cians, wanted to hear: “weak”. On reviewing the available 

information, it was quite reasonable to use the word “weak”. 

It avoided the phrase “no utility” and the word has financial 

implications, because it permitted the drug not to be re-

moved from the ALD system (affections de longue durée), 

in which 100% of medical costs are reimbursed. 

Objectively, the evidence obtained from clinical trials is 

based on scales that are quite debatable. Moving a few 

points along the scale does not mean improving quality of 

life for patients or their families. All the studies have con-

cluded that the evidence is weak and that cost-effective-

ness has not been demonstrated. The Health Technology 

Assessment 2012 states: 

>> The maximum length of follow-up in the trials was six 

months, which makes it very difficult to extrapolate the 

findings reliably into future years.

>> There is a lack of evidence from the trials on key out-

comes such as mortality, institutionalization, impact on 

a carer’s time and an eventual drop in prescriptions of 

antipsychotics.

>> Overall, the quality of the trials was moderate to poor, 

with a lack of reporting of key measures of trial quality, 

thus adding to the uncertainty over the results.

>> The methodology used to account for missing data may 

have overestimated the treatment benefit from the 

drugs.

>> Some of the measures used in the trials are insensitive to 

changes in Alzheimer’s disease (AD Assessment Scale – 

Cognitive Subscale, Mini Mental State Examination). The 

effects of treatment may therefore have been underesti-

mated in some cases.



p. 66	 J u s t i c e & s o l i d a r i t y i n p r i o r i t y s e t t i n g  i n h e a lt h c a r e

To conclude: the main questions

>> The enormous challenge of modifying the disastrous 

evolution of this disease will now require a huge invest-

ment in long-term trials involving thousands of people. 

Who is willing to pay for this? Better preclinical and clini-

cal studies, more transparency, more objective informa-

tion and more active and informed participation by both 

patients and their families are needed. Therefore, the 

ethical challenge of Alzheimer’s disease is both individ-

ual and societal. 

>> In the absence of a symptomatic improvement that is in-

disputably cost-effective over more than five years and 

in the absence of a disease-modifying effect, is the cost 

to society of the drugs and non-drug interventions that 

are currently available to some patients and families, or 

possibly to subgroups of these, acceptable? 

>> More importantly, it is now also necessary to ask which 

past errors should be avoided and how? There is a ma-

jor technical problem behind this question. How can we 

develop new drugs that offer better symptomatic treat-

ment or may even be disease modifiers? 

Discussion points 

>> When talking to people caring for Alzheimer’s patients, 

for example in nursing homes, they emphasize that they 

would prefer the money used for reimbursement of these 

drugs be used to provide more staff to care for these pa-

tients. The question of opportunity costs is particularly 

acute in this case. The problem is that the expenditure 

for drugs does not fall within the same part of the budget 

as the cost of staff. 

>> Organizations such as the Alzheimer’s Society should 

fight for better support for caregivers. Considerable de-

velopment is needed in terms of models that actually 

work. An imbalance exists between the biomedical ap-

proach and the more societal approach, which includes 

supporting professional and non-professional carers. 

>> Many of these patients remain on the treatment for many 

years, even when they arrive at a nursing home with se-

vere Alzheimer’s. This approach is not evidence-based. 

It would be appropriate to have some kind of stopping 

rule. It is possible to set goals for the patient’s cognitive 

function. If you reach that goal you can keep the patient 

on the drug; if you do not reach the goal after a certain 

point in time then you must apply a stopping rule. 

>> In the case of Alzheimer’s the situation that arises is that a 

family is in deep distress and a general practitioner is una-

ble to do anything. Traditionally, in our society, we prescribe 

drugs in this situation, even if we know they do not work. 

The enormous challenge of modifying the disastrous evolution of this disease will now require  

a huge investment in long-term trials involving thousands of people.  

Who is willing to pay for this?
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>> In many countries only specialists have permission to 

prescribe these medications. General practitioners do 

not have the authority to start them; they have to ask 

for permission from the specialist every year. Although 

they know that this medication is not necessary, the 

specialists continue prescribing it, in the absence of 

evidence. In 2012, the results of the DOMINO-study 

were published13. In this study, patients with moder-

ate or severe Alzheimer’s disease (a score of 5 to 13 on 

the Standardised Mini-Mental State examination) who 

had received Donepezil for at least 3 months were ran-

domized to different treatments (placebo, Donepezil 

or Memantine). The authors concluded that continuing 

treatment with Donopezil resulted in a benefit above the 

minimum clinically important difference and that there 

was a significant functional benefit over the course of 12 

months. The addition of Memantine to Donepezil was of 

no benefit.

>> This issue is not just about individual stress and hope, but 

about hope for all of us as a society. These results are the 

best available after more than 30 years of intensive bio-

medical research into Alzheimer’s dementia. The question 

that must be considered when assessing the priority of 

this area is whether we believe that there is any chance of 

having a biomedical treatment within the next 10 years, 

by the time when the peak generation of demographic 

change in Europe becomes old and demented? Nobody 

dares to say that it is very likely that in 10 years we will not 

have many more biomedical results and treatments than 

we have now. This is the big moral taboo. Nobody is able 

or willing to stand up and ask this question. 

>> It is important to emphasize that there are stopping 

rules in Belgium. These are based on the Mini Mental 

State Examination as is the starting rule. When teach-

ing medical students about these products, it is always 

emphasized that they should talk to families and pa-

tients before starting the drug, knowing very well that 

once the patient reaches the minimum level on the Mini 

Mental State Examination they will have to stop the drug 

because it is no longer working. This is a difficult ethical 

issue, but it must be discussed at the outset. 

The enormous challenge of modifying the disastrous evolution of this disease will now require  

a huge investment in long-term trials involving thousands of people.  

Who is willing to pay for this?

13	 Howard, R. et al. (2012). “Donepezil and Memantine for Moderate-to-Severe Alzheimer’s Disease”. NEJM, vol. , 366: 893-903, doi: 1056/NEJMoa1106668
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Case study 10

Transition from therapeutic  
to palliative care

Context 

Although palliative care has gained considerably in efficacy and popularity, some patients are still subjected to very aggres-

sive treatments when there is obviously no more hope for them. It still appears very difficult to make the transition from ag-

gressive treatment to palliative care. 

A decision of this kind should ideally be based on the patient’s needs, but it can be difficult to handle the patient, family and 

medical staff in a process where emotions and personal values are all involved. To what extent can and should society influ-

ence or standardize this process? 

The ethics of a decision to limit life-prolonging treatment

Contributed by Richard Huxtable,  

Deputy Director of the Centre for Ethics in Medicine, University of Bristol, United Kingdom

The aim is to raise questions for consideration rather than 

provide answers, while ultimately moving towards a ten-

tative proposal. The following case helps to highlight the 

dilemmas in relation to aggressive treatment versus the 

move to palliative care:

>> A 53-year-old married mother of three teenagers is diag-

nosed with stage III ovarian cancer.

>> After an optimal debulking procedure, she was treated 

with Paclitaxel and Carboplatin for three cycles and did 

well for two years.

>> She then relapsed and was treated with multiple chemo-

therapy regimens, experiencing considerable toxicity 

with each regimen.

>> She now has a progressive disease with worsening per-

formance status and arrives at the emergency room in 

respiratory distress.

>> She is admitted to hospital with sepsis and bowel 

obstruction.

>> Her condition is stabilized in the intensive care unit and 

she is transferred to an in-patient floor.

>> The oncologist approaches patient and husband about 

goals of care from here on. Both the patient and her 

husband want to continue chemotherapy treatments, 

understanding the toxicity involved and the limited ben-

efit to be achieved. The husband is quite adamant about 

continuing chemotherapy treatment and patient says 

she is willing to “take her chances”. 

>> The oncologist says that palliative care is the best option 

at this point rather than further chemotherapy.

When asking questions about a dilemma such as this, the 

analytic framework used has been inspired by the sorting 

hat of Harry Potter. In this metaphor, which may be unfa-

miliar for some, consideration begins at the peak of the hat 

with an individual unit of moral concern, and progresses 

down the brim of the hat towards the base where more 

units of moral concern are introduced and ultimately a col-

lective moral concern involving society at large. Questions 
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From the Patient to the Public

Patient  
Patient Autonomy  
Patient’s interests

Immediate Community   
Family’s interests

Wider Community   
Public interest

1:	 Is there a chance that the medical intervention might be 
effective in achieving the patient’s treatment goal? 14

2:	 How does the physician assess the benefit-harm ratio 
of the treatment?

3:	 Does the patient assess his or her situation in a 
realistic way?

4:	 Does the patient still 
prefer the treatment?

Normative dissent:  
discuss benefit-harm ratio

Factual dissent : prognostic information, 
psychological support

Inform patient about 
treatment cost

Benefit = harm

2nd

2nd

1st

1st

Forego intervention

Discuss alternative 
goals of treatment

Discuss alternative 
goals of treatment

Discuss alternative 
goals of treatment

Treat according  
to patient will

Treat according  
to patient will

Treat according  
to patient will

Benefit < harm

5:	 Is resource consumption relevant to the decision?

Forego intervention Benefit = harmBenefit > harm Benefit < harm

No NoYes Yes

No

No

No

Yes

Yes

Yes

Consider foregoing 
intervention

Forego intervention
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14	 Winkler, E.C., W. Hiddemann, G. Marckmann (2011). “Ethical assessment of lifeprolonging Treatment”. The Lancet Oncology, 12(8):720-2
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about the patient are at the top and the public interest is at 

the bottom. 

This may seem to be a strange approach but the structure 

has some currency among those working in palliative care 

ethics. Beginning at the peak of the hat, the concept of 

autonomy is encountered first. What does respect for au-

tonomy mean and what choices are considered to be valid 

and worthy of respect?

A very quick typology, borrowed from John Coggon15, in-

cludes at least three models:

>> Should choices be respected if they are based on current 

desire?

-	 What I currently want (fleeting, first order desire)?

-	 Is this sufficiently robust? 

>> Should choices only be respected that reflect the best 

desire?

-	 What I really want (values, second order desire)?

-	 Should the values nevertheless be scrutinized? 

>> Citing autonomy, should choices be respected in terms 

of ideal desire? 

-	 What I should want (objective, standard)?

-	 Is this too robust? 

Considering patient welfare

Beneath this analysis there will inevitably also be the major 

question of limits. Before coming to the bottom of the hat 

– the societal aspect – there is one set of limits that must 

be considered and scrutinized: the idea of limits in terms of 

patient welfare. 

Here is a quick typology of accounts of patient welfare:

Preference welfare:

>> Good consists in satisfying preferences.

>> But must the satisfaction be experienced in order to 

benefit?

Mental state:

>> Good consists in promoting particular mental states, e.g. 

happiness, avoidance of suffering. 

>> But what about sham mental states and painless killing? 

Objective list: 

>> Good consists in specific goods, for example life and 

health.

>> But which goods? Is life a good? Or is quality of life a 

good? What is meant by life versus quality of life?

Once again there is the underlying question of limits. 

Arriving now at the bottom of the hat: this is the public in-

terest in relation to the specific question of distributive jus-

tice. Aristotle tells us to treat equals equally and unequals 

unequally. Examples of criteria for unequal treatment in-

clude: to each according to equal share, need, effort, soci-

etal contribution, merit, free-market exchange, desire, etc.

15	 Coggon J. (2007). Varied and Principled Understandings of Autonomy in English Law: Justifiable Inconsistency or Blinkered Moralism? Healthcare Analysis; 
15: 235-255.
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The libertarian approach

Although there are many possible substantive accounts 

of what it means to deliver healthcare justly, three in par-

ticular deserve a special focus. The first is an autonomy-led 

libertarian approach to the allocation of scarce resources, 

and specifically scarce healthcare resources. The libertarian 

approach16 is: 

>> Autonomy-led;

>> Contract with society – society protects rights to prop-

erty and liberty; 

>> Self-interest dominant, individual responsibility, free 

choice (private healthcare, voluntary insurance);  

>> Fair procedures. 

The utilitarian approach 

Alternatively, underlying the references often made to the 

quality-adjusted life-years approach (QALY), a more wel-

fare-led and arguably utilitarian approach17 can be taken to 

allocate resources. This is:

>> Welfare-led;

>> Promotes the greatest happiness (welfare) of greatest 

number; 

>> Welfare dominant, e.g. gain in QALY. 

Where might these two approaches lead? And what ques-

tions would then arise? In applying these approaches, the 

question promoting autonomy or overall welfare needs to 

be considered together if whether the needs of the vulner-

able will be met.

The problem that then arises is whether the needs of cer-

tain groups of vulnerable patients should be met by adopt-

ing either of these models. For example, what about non-

autonomous individuals, when considering the contracting 

state or a libertarian model? What does welfare mean, in re-

lation to vulnerable patients, such as the older patient and 

the dying patient – will they be adequately accounted for in 

a utilitarian system? Once these questions are considered, it 

may be necessary look elsewhere. 

Egalitarian approaches

Alternatively, the more equality-led, egalitarian-style theo-

ries18 very often point to a basic package of services that 

could be provided. Some accounts set out a two-tier sys-

tem in which those who are able to pay can pay for more. 

An egalitarian approach is:

>> Equality-led; 

>> Provides equal access to social goods, including 

healthcare.

Based on the liberty principle, which is equal right to liber-

ty, it is important to consider the difference principle, which 

is equal chance of attaining good and where inequalities 

benefit the least advantaged. 

Enduring and substantive struggles continue over what is meant by autonomy,  

by welfare and by a just resolution or organization of society.  

There will be some value in investing in appropriately robust processes.

16	 Nozick R. (1974). Anarchy, State and Utopia. New York: Basic Books.

17	 Mill, JS. (1861).Utilitarianism.

18	 Rawls, J. (1971). A Theory of Justice. Harvard, MA: Harvard University Press.
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According to Norman Daniels19, the egalitarian approach 

involves:

>> Fair equality of opportunity; 

>> Enabling people to participate within a “normal oppor-

tunity range”; 

>> Basic packages of services for all; pay for more (i.e. two-

tier service).

How do egalitarian approaches fare? Do they give rise to 

any difficulties? For example, how are they applied? Do 

they promote equal access to at least a minimum level of 

goods? Should aggressive treatment and/or palliative care 

be in the basic package? Overall, there is no clear winner, so 

the process should perhaps be addressed.

The egalitarian approach invites further questions about 

what is included in the basic initial package. Will it actually 

come any closer to providing an answer for our original pa-

tient? Should the aggressive therapy be in the basic pack-

age or ought that to consist of palliative care?  

Although this view may be considered controversial, it 

seems that sincere and genuine philosophical closure has 

not been reached on any or all of the models set out in 

relation to autonomy, welfare and justice. This view is con-

troversial because it is not terribly popular at the moment; 

but perhaps it does provide an opportunity to reinvest in 

processes. 

A model of “principled compromise”

The model of principled compromise 20 as elaborated so far 

engages mostly with notions such as autonomy and welfare 

when discussing critically ill infants or older patients. Faced 

with a scenario like the one set out above, a number of fea-

tures emerge that combine to support efforts to reach a 

compromise, unpopular though this may be. There are three 

conditions in which compromise might be appropriate. 

The first refers to situations of scarcity. This has a specific 

meaning here: a position where it is not possible simultane-

ously to honour all the competing values but where decisions 

must still be taken – there is a real patient and a real decision 

must be made with regard to allocation, treatment, etc. 

Second, perhaps most importantly, there is vast complex-

ity and uncertainty, certainly in the type of case outlined 

above. There is uncertainty and complexity in the realm of 

facts (diagnoses, prognoses, treatment options and so on) 

and in the realm of values (which principles ought to guide 

decision-making). 

Third, there is a need for ongoing social co-existence. Doctors 

have to relate to patients, and citizens to fellow citizens. 

The presence of such features in moral dilemmas arising at 

the end of life has led to a search for processes for securing 

principled compromise and, in turn, for a way of creating 

a forum which, subject to certain ground rules, will permit 

appropriate discussion and negotiation about the resolu-

tion of hard cases. Three ground rules have emerged so far: 

>> The discussions should be reliable, with no over-claiming 

in the hope of getting more in the final decision. 

>> The discussions should be appropriately reflective; there 

is a need to look critically and robustly at the relevant 

principles that are being advanced. 

>> These discussions must be conducted in a respectful 

manner and in a democratic spirit. 

Considerable questions remain, however, in relation to these 

proposals. These include questions of expertise and the rel-

evant stakeholders who should come to the compromise 

table. There is also a need to define the composition of an 

appropriately principled compromise committee. Finally, it is 

necessary to determine whether this should be done at a lo-

cal or micro level, at a meso level or at a macro level? 

This leads to the idea that there is a need to invest in robust 

processes that bring the right people to the table to talk 

19	 Daniels, N. (1985). Just Healthcare. Cambridge: CUP.

20	 Huxtable, R. (2012). Law, ethics & compromise at the limits of life: To treat or not to treat? London: Routledge.
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about the right values. Enduring and substantive struggles 

continue over what is meant by autonomy, by welfare and 

by a just resolution or organization of society. There will be 

some value in investing in appropriately robust processes. 

Conclusions

All of this represents considerable challenges, but there are 

numerous taboos underlying this area. One of these chal-

lenges is the reticence about planning for or talking about 

death and dying. This issue has been usefully addressed by 

the Dying Matters coalition in the United Kingdom, spear-

headed by the National Council for Palliative Care. The 

unwillingness to plan or talk about death and dying may 

represent a considerable barrier to the type of negotiation 

model put forward here. However, there is merit in making 

the effort. 

Returning to the case described at the beginning of this 

presentation, openness to a plurality of views is a recom-

mended approach. Through a negotiation process it might 

be possible to converge on a consensus position, but that 

position would be found somewhere within a very broad 

circle. The positions available might also differ according to 

the specific case being examined. 

This has been identified and plotted in relation to a number 

of individual decisions not specifically involving any explicit 

discussion of resources. Once resources are introduced into 

the equation, resolving it becomes more difficult. 

Discussion points

>> Reflecting on tailoring healthcare policies implies a polit-

ical context in which some kind of reflection takes place 

on the type of society that is desired. In politics, such mo-

ments of reflection are rare. Most decisions are driven by 

budget, economics and the financial crisis. Talking about 

dying in this context is very, very difficult, but it should be 

done, because some 13% or 15% of the expenditure oc-

curs in the last six months of a person’s life. This is a taboo. 

>> There should be clinical guidelines that tie the physician’s 

hands to ensure that futile treatments are not recom-

mended. It should be possible to say a treatment should 

not be reimbursed and is not recommended. This is be-

cause the decisive person in this case is the husband. The 

husband does not dare to recommend palliative treat-

ment because the wife may think, “He does not love me 

enough.” There must be somebody who can explain to 

the wife that she will be better off with palliative care 

than with aggressive treatment and that she may even 

live longer. This must not be the husband; it must be the 

physician. The physician will have a stronger incentive to 

explain it to her there is not option to administer the ag-

gressive treatment. If there is a choice perhaps the physi-

cian will not dare to explain it to the patient. 

>> It may be easier for the physician, but that requires an 

uncontested or reasonably robust definition of futility, 

which currently does not exist. Qualitative readings are 

inevitably value laden and even quantitative readings are 

no less value laden underneath the associated statistics. 

There is still a presumption that human bodies are ma-

chines; that one-in-100 bodies is not worth expending 

the effort on; and that hope is not a value worth serving. 

This approach could make things easier for the physician, 

but the decision may still rest on the values that are in 

competition with each other. 

>> General practitioners were not mentioned in this analy-

sis, but it is necessary to have their help. At the time when 

the specialist asks the general practitioner for an opinion, 

it is often too late. General practitioners can deliver pal-

liative care and curative care simultaneously. The patient 

can transition gradually to palliative care. This progres-

sive overlap is better for the patient. 
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FOUR 

Personalized medicine and priority setting  
in future European healthcare

Jochen Vollmann,
 Professor and Director of the Institute of Medical Ethics and History of Medicine  

and President of the Centre for Medical Ethics at Ruhr University in Bochum, Germany

Personalized medicine is the focus of considerable hope and attention. Identifying genetic markers enables more precise 

diagnoses, treatment and prognoses. Personalized medicine promises to be better, cheaper and more “personal” than what 

exists today.

Major achievements in genetic research do not necessarily mean better personalized treatment for most patients. Future 

clinical success in targeted therapies is more likely to be limited to subgroups of patients, while many receive no personal 

benefit at all.

Personalized medicine is a research driven, economically focused process governed by global stakeholders such as phar-

maceutical and biotechnology companies. In the absence of economically independent and publically funded research, 

these private interest groups are setting the research agenda. 

Personalized medicine raises problems in various social domains, including priority setting and opportunity costs in soli-

darity-based public healthcare systems, social and global justice, as well as ethical questions of autonomy and benefits for 

patients. Failing critical reflection on the current focus on personalized medicine, public healthcare will be confronted with 

modern, specific and expensive diagnostic tests and treatments intended only for subgroups of patients, while research in 

other fields of clinical medicine, comparative effectiveness research and public health will remain underfunded.

Current challenges  
facing modern medicine

Current challenges facing modern medicine are well 

known. The first is the demographic change associated 

with the change in the spectrum of disease and the in-

creasing number of chronic patients with multiple pa-

thologies. Second, we face many problems in relation to 

specific drug treatments. There are financial constraints on 

healthcare systems, which also put pressure on innovation 

in medical research. The results of Alzheimer’s Disease re-

search over the past two decades have been unsatisfactory.  

This is not just a problem for medical research; it is also a 

financial problem for the pharmaceutical industry. Today’s 

challenges include:

>> Demographic change;

>> Chronic disease;

>> Non-specific drug treatment and adverse effects of 

drugs;

>> Economic limitations of public health systems;

>> Innovation pressure on medical research; 

>> Decreasing productivity of the pharmaceutical industry.
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One solution for these challenges and problems currently 

being widely discussed is personalized medicine. This 

definition comes from the Personalized Medicine Coalition 

(2005), which states, “Personalized medicine is the applica-

tion of genomic and molecular data to better target the 

delivery of healthcare, facilitate the discovery and clinical 

testing of new products, and help determine a person’s pre-

disposition to a particular disease or condition.” The phrase 

has become familiar not only in the media, but also in pri-

ority setting in research funding in the private and public 

sectors. Personalized medicine seeks to deliver:

>> Identification of genetic biomarkers;

>> Individually targeted therapies;

>> Fewer adverse drug effects; 

>> Reduced healthcare costs; 

>> The healthcare economy as a growing market.

Growth of Genetic Testing

Source: GeneTests : Medical Genetics Information Resource (database online). Copyright, University of Washington, Seattle. 1993-2011. Available at http://www.genetests.org. 
Accessed (1/28/2011).
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Personalized medicine looks for genetic biomarkers in pa-

tients. Based on the individual genetic situation an indi-

vidually targeted therapy can be developed. This allows 

us to help the patient and avoid the adverse drug effects. 

Costs can be reduced because we only have to treat pa-

tients who will receive benefit from the drug and we can 

avoid the costs because we will not treat other patients 

who will not receive a benefit. This is a helpful develop-

ment because it produces economic growth as the health-

care industry has become very important in many coun-

tries (see the chart below).

The empirical data again shows the increase in the num-

ber of genetic diagnostic tests available and in the number 

of laboratories. This is favourable in every way: there is an 

increase in tests, an increase in research results and an in-

crease in the number of labs, which means space in which 

to work, jobs and economic growth. 

http://www.genetests.org


4 – P e r s o n a l i z e d m e d i c i n e a n d p r i o r i t y s e t t i n g i n f u t u r e E u r o p e a n h e a lt h c a r e 	 p. 79

Clinical trials with biomarkers  

Distribution of clinical trials  
with biomarkers per disease 1
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The breakdown of clinical trials shows that they do not 

reflect the disease burden in public health. The one area 

in which there is the most activity is oncology, at about 

50%. Other areas, such as heart disease, which is the most 

important area in terms of disease burden in Western 

countries, only accounts for 7%; psychiatric disorders such 

as Alzheimer’s Disease account for only 4%. 

Taking time for the individual

Personalized medicine does not focus on the individual 

person as its name suggests; it solely addresses the genetic 

aspects of the person. Personal aspects and preferences 

are not the subject of attention. Personal characteristics 

are manifested, not on a molecular level, but on a personal 

level. The word “person”, and the idea of a person, however, 

does not come from the laboratory or from genetic diagno-

sis. It is an idea, a model, from the world of philosophy and 

psychology. In my field of philosophy and medical ethics, it 

also has normative implications. 

Doctors should be interested in their patients. Their sub-

jects are Mr. Miller or Mrs. Meier – not liver or heart disease. 

He or she is an individual. Certain normative implications 

spring from these individuals. You have an obligation not to 

liver or heart disease, but to your patients respecting their 

autonomy, being a good doctor, and following the rules of 

informed consent. These obligations are not the focus of 

personalized medicine. 

This picture was on the front cover of The Economist,  

14 June 2007. It illustrates the situation very nicely. Clearly 

unravelling the secrets of RNA is the biological “Big Bang”. 

The picture shows a small piece of RNA and two hands. 

Many of you will be familiar with these two hands. They 

are part of Michelangelo’s famous work of art in the Sistine 

Chapel in the Vatican in Rome. 

1	 Data based on: All industry-sponsored studies on active substances in www.clinicaltrials.gov (approx. 30,000 studies from about 1970 to February 2011).
Source: www.clinicaltrials.gov. BCG Analysis

http://www.nuffieldbioethics.org/sites/default/files/NCOB_Solidarity_report_FINAL.pdf
http://www.clinicaltrials.gov
http://www.clinicaltrials.gov
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What is this picture actually about? The man on the left 

who is so well endowed with protein is apparently Adam; 

on the right is God. Something is going on. There is a secret 

passing between the fingers of these two hands. What is 

this secret? Perhaps it is about the soul; maybe it is about 

creating the person, which does not just mean this well-

developed human body. It is about the idea of respect. It is 

about being face to face, close together, but without touch-

ing. Whatever the reader makes of this story, I am confident 

that it will not be explained in terms of protein synthesis.

This is one of the great misunderstandings in this area. 

Personalized medicine sounds good and demands to be 

treated as a priority. Who can make an argument against 

this concept? 

However, some clinicians, such as George Browman, are 

concerned about this development. He states, “The image 

it creates is just the opposite: most people would conceive 

personalized medicine as what is commonly called patient-

centred or person-centred care – a more humane, empa-

thetic approach to care, focused on individuals and shaped 

by their needs and circumstances, rather than cell-level sci-

entific manipulation.”  2

This is not only a clinician’s perspective. The Citizens’ 

Dialogue on High-Tech Medicine, in which groups of citi-

zens were interviewed, supported by the German Federal 

Ministry of Education and Research, reports, “Psychological 

and interpersonal aspects should be given the same prior-

ity as scientific aspects in the everyday treatment of pa-

tients, as well as in medical training and research. The im-

portance of taking time for the individual patient should be 

reinvented in modern medicine 3.” 

This is what people are saying; it is a basic impression among 

German citizens in relation to their healthcare system. This 

is not just about the person; it also involves priority setting. 

Where should money be invested in research and healthcare? 

US Food and Drug Administration Commissioner Doctor 

Margaret Hamburg recently noted that, despite spending 

US$ 2.7 billion on decoding the human genome and after 

a decade of analysis, fewer than 50 therapies have genetic 

tests as a part of their labeling. When it comes down to eve-

ryday life, it is not about the misleading terms “person” and 

“personalized” in the phrase. The question is: “What is the 

real advantage for these patients? What is the real progress 

in terms of everyday care?” 

2	 Browman, G., et al. (2011). “Personalize Medicine: a windfall for science, but what about patients?” CMAJ; 183(18): E1277.

3	 Citizen Dialogue “High-Tech Medicine – Which healthcare system do we want?“, German Federal Ministry for Education and Research 2011: Bürgerreport 
Hightech-Medizin – Welche Gesundheit wollen wir?: http://www.buergerdialog-bmbf.de/media/content/BMBF_BDZ_HTM_Buergerreport.pdf

http://www.nuffieldbioethics.org/sites/default/files/NCOB_Solidarity_report_FINAL.pdf
http://www.buergerdialog-bmbf.de/media/content/BMBF_BDZ_HTM_Buergerreport.pdf
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Understanding the economics 

Let us now consider the economics to understand why this 

situation has developed over the last decade. Global phar-

maceutical companies face the following major problems: 

>> Decline in innovation;

>> Economic constraints on public health systems; 

>> Pharmaceutical research and development is becoming 

too expensive; 

>> Loss of exclusivity (patent protection).

This data shows the range of Loss of Exclusivity exposure be-

tween 2009 and 2014 as a percentage of total sales in 2009. 

Global pharmaceutical companies are losing these percent-

ages of their sales. Imagine that a company knows that with-

in the next five years or so it will lose 50% or 60% of its sales. 

This is a major threat. A new business plan is needed. 

Pharmaceutical companies spend a high percentage of their 

money on research and development. However, the market 

says, “You are putting more and more money into research 

and development, but your output is not really satisfactory.” 

Loss of exclusivity exposure 2009-2014  
as a % of total sales 2009

Company	 10	 20	 30	 40	 50	 60	 70	 80	 90	 100%

Sanofi-Aventis

Eli Lilly

Bristol-Myers Squibb

Novartis

Pfizer+Wyeth

Astra-Zeneca

Merck & Co.

Roche

GlaxoSmithKline

Johnson&Johnson

Source:  US Patent and Trademark Office, Annual Reports

4	 KPMG (2011). Future Pharma. Five Strategies to Accelerate the Transformation of the Pharmaceutical Industry by 2020, London.

New Medical Entity Approvals and Annual Research and Development Spending 1999-2010 4

Source: PhRMA and FDA
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http://www.nuffieldbioethics.org/sites/default/files/NCOB_Solidarity_report_FINAL.pdf
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 Consider the area of drug development in psychiatry. Since 

the 1950s, we have had the development of neuroleptic 

drugs and then a second generation in the 1980s. That is 

essentially all the real progress and development of new 

products that has taken place. Looking at the post-tax re-

turn on research and development expenditure, a lot of 

money has been invested, but has not yielded much of a 

return. This is not due to a failure to finance research de-

partments; it is just a bad result. Pharmaceutical companies 

are not getting new products as a result. 

What are the solutions? First, a new marketing strategy is 

needed. Second, there is a need to follow growing mar-

kets. The biggest pharmaceutical market in the world is the 

United States. The biggest pharmaceutical markets other 

than the United States in the future will be the emerging 

markets of Brazil, India, Russia, South Africa and China. The 

second part of a company’s strategy will be to follow the 

growing markets as a global player. 

This is perfectly ethical for a CEO of a private company. 

Where does that leave us in shrinking Europe? How will 

we organize our healthcare systems and our priorities, 

even if the global market in pharmaceutical products is 

changing? We are only considering new products, a large 

and growing percentage of which will be sold in the mar-

kets of emerging countries. These counties, with growing 

middle classes, are the focus of global pharmaceutical 

companies. 

Illustrative Post Tax Return on R&D Expenditure 

Source: PhRMA data; KPMG estimates
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Growth of emerging markets could result  
in these countries together contributing as much  
to global profits as the US by 2020

Source: 2010, 2015 IMS Health; 2020 KPMG estimates
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From blockbusters to niche busters

We can now put the whole story together. Pharmaceutical 

companies have to focus on new markets and change their 

strategy. That strategy is shifting from so-called blockbust-

er drugs to niche buster drugs. This is where personalized 

medicine comes into play.

Consider some examples of drugs in oncology 

Pharmaceutical companies have been and still are very 

successful at getting a high price per treatment per indi-

vidual. Although there is small number of patients, the 

high price of the treatment means that it is still an attrac-

tive market. This is a move away from economies of scale, 

where drugs are developed for large groups of patients so 

that companies can make a lot of money because there are 

many consumers. The public healthcare system pays. The 

pharmaceutical companies can be quite sure that when 

they develop drugs they can sell them. The public health-

care system does well from this because there is some in-

novation and they can offer drugs to large groups of pa-

tients so they become cheaper, and everybody is satisfied.  

However, as we have seen, this marketing model and this 

model for the development of new drugs are no longer 

working. 

With personalized medicine, we are moving from an econo-

my of scale towards an economy of scope, where a very dif-

ferent development is taking place with so-called individu-

alized drugs. Groups of patients are smaller and companies 

are actually investing a large percentage of their budget in 

these groups. This leads to allocation, political and moral 

problems because healthcare systems are funded on the 

basis of solidarity. Taxpayers must be convinced that of all 

the money they invest in research and healthcare, a high 

percentage will only offer a benefit to a very small percent-

age of the insured citizens in the public healthcare system. 

George Browman has also remarked, “This confusion may 

cause collateral damage, distracting donors and govern-

ments from the important work of improving the quality of 

everyday care by making it more responsive to individuals 

and treating them with understanding and respect. These 

studies, however, attract little attention or support”  5. 

5	 Browman et al. (2011).

Costs of cancer drugs

Drug Pharmaceutical company Medical indications Therapy costs per month

Erbitux Merck, D colon cancer 5 237 EUR

Herceptin Roche, CH breast- stomach cancer 3 345 EUR

Iressa AstraZeneca, GB lung cancer 3 496 EUR

Vectibix Amgen, USA colon cancer 3 537 EUR

Faslodex AstraZeneca, GB breast cancer 719 EUR

Femara Novartis, CH breast cancer 181 EUR

Glivec Novartis, CH ALL, CML 4 189 EUR

Sprycel Bristol-Myers Suibb, USA ALL, CML 7 513 EUR

Tasigna Novartis, CH CML 5 685 EUR

Tyverb GlaxoSmithKline, GB breast cancer 3 441 EUR

Source: (Spiegel 32/2011)

http://www.nuffieldbioethics.org/sites/default/files/NCOB_Solidarity_report_FINAL.pdf
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This raises the issue already mentioned in the context of 

Alzheimer’s Disease: the problem of opportunity costs. If 

you invest on this side and not on the other side, it is not 

just about costs, it is about missed opportunities. In that 

case, as George Browman states, you are not really meeting 

the everyday needs of the majority of patients. There is a 

pressing need for more financing of more general practi-

tioners in many countries.

Mental health problems on the increase

Here is an example from my own clinical field of psychiatry. 

We are seeing an increase in the number of days of absence 

due to psychiatric disorders in the workplace. The rate has 

increased from 6.6% in 2001 to 13.1% in 2010. This is asso-

ciated with economic costs of between €8 billion and €10 

billion a year in Germany. What is going on here? Is there 

some sort of spontaneous genetic mutation that is affect-

ing sensitivity to depression in human beings? Clearly not 

– there are other factors. The social factors mentioned in 

a study published in 2012 by the German Federal Ministry 

of Labour and Social Affairs make clear what issues are at 

stake. They include increasing demands, time pressure, 

flexibility, competition, limited working contracts and 

insecurity. 

What are the priorities? In this situation, should we invest 

in so-called biomarker-based personalized medicine as we 

are currently doing in biological psychiatry? In Germany, 

the Max Planck Institute is engaged in this type of research. 

There is, however, no Max Planck Institute for social psychi-

atry, social medicine or public health research. The research 

area of “medicine and society” is severely underfunded. 

Mental health problems at the workplace are a crucial is-

sue, but this is a taboo subject. 

Healthier working conditions and the fields of occupational 

medicine and appropriate services emerged in Europe 

through social struggles. These struggles sought to pro-

tect workers 100 years ago from severe risks of injury and 

somatic diseases. There is no longer much risk of somatic 

disease resulting from office work. The majority of so-called 

somatic diseases, such as backache, which in reality is often 

a psychosomatic disease, are not covered by this data. 

Setting priorities

There is too little cooperation among medical services at 

the workplace, general practitioners, psychiatrists and psy-

chiatric hospitals. We have a lack of research in this area 

and services are underdeveloped. The number of days of 

absence and the number of early retirements due to psy-

chiatric illness are growing. There is a need for intervention. 

The question for society is: what are our priorities? This is-

sue is unpopular and runs counter to the biomedical main-

stream. The issue contradicts the main lobbying structures 

in modern medicine and healthcare systems, but it should 

be discussed.

The Citizen Dialogue report stated: “We must discuss in our 

society, without taboos, what costs we are willing to bear 

for the treatment of diseases and the technologies in which 

we are willing to invest.” 

In setting priorities for public healthcare systems the fol-

lowing factors should be considered:

>> The need for public debate on the financing of personal-

ized medicine;

>> Priorities of the public healthcare system;

>> Ethical questions; 

>> Powerful, economically-driven stakeholders in research 

and industry; 

>> The limited influence of public sector.

Our democratic societies are under stress. This is not only 

for financial reasons, but also due to reasons of identity: 

what are our political and public aims in Europe? Are we 

Europeans capable of organizing these discussions and 

reforms? Can we organize a public discourse and decision-

making procedure that allows us to set these priorities in 
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our democratic societies in Europe? Otherwise, as this data 

indicates, other powerful stakeholders in research and in-

dustry will be setting the priorities for us. 

What is called “personalized medicine” is a current example.

Additional comments in response to ques-
tions on risk-aversion, the multi-layered 
interpretation of personalised medicine, 
economies of scale and public health 
policy

Looking at problems that have occurred with products 

such as the weight loss drug, Mediator, and the resulting 

tighter regulation, society must determine what risks we 

are willing to accept in return for medical progress. 

Is risk aversion accountable for lack of medical progress? 

The same problems can also be seen in non-pharmaceu-

tical areas of modern medical research. From a research 

perspective we should ask whether the great century of 

biomedical progress in medicine is over. The last 150 years 

represent a unique historical phase of enormous progress. 

Can this progress be expected to continue? We are facing 

problems in clinical medicine to which we cannot respond 

using this biomedical model as successfully as we have over 

the last 150 years.

A number of initiatives culminating in the 2011 National 

Research Council report on Precision Medicine 6, and the 

European Science Foundation (ESF) report on personalized 

medicine 7, make strong statements against limiting the 

notion of personalized medicine to genetic data. The NAS 

report, for example, argues for a new disease taxonomy 

that replaces symptom-based taxonomies not only with 

molecular characterizations, but also with molecular, en-

vironmental and narrative characterizations of individuals 

and disease stages, using the metaphor of Google maps, 

with multiple layers of data. The medicine report from the 

ESF takes up the issue of corporate interest, treating it as a 

significant problem. 

When discussing economies of scale versus economies of 

scope, it seems that economies of scope have scale dimen-

sions in the sense that to define the set of people who are 

eligible for a drug, more people must be tested. The costs 

of these tests are extremely high, and the tests are increas-

ingly being marketed by the drug producers. The industry 

is creating scale as well, because so many people have to be 

tested using these diagnostic methods. 

On the question of investing in biomedical research versus 

investing in care, there is also another distinction. Perhaps 

95% of what we invest in healthcare goes to providing ser-

vices and buying products. 

Public health policy should address all the needs that soci-

ety identifies, based on the democratic debate. It must set 

priorities regarding investment in innovation. We cannot 

escape this issue. We must ensure that there is sufficient 

investment in other important areas. We must ask whether 

the current model of buying services on the market is still 

the best way of dealing with a society in which chronic 

conditions and ageing are the real challenges facing us.  

We must discuss in our society, without taboos, what costs 

we are willing to bear for the treatment of diseases and the 

technologies in which we are willing to invest. 

6	 Committee on a Framework for Development a New Taxonomy of Disease; National Research Council (2011). Toward Precision Medicine: Building a 
Knowledge Network for Biomedical Research and a New Taxonomy of Disease. The National Academies Press.

7	 ESF Forward Look (2012). Personalised Medicine for the European Citizen. Towards more precise medicine for the diagnosis, treatment and prevention of 
disease (iPM).

http://www.nuffieldbioethics.org/sites/default/files/NCOB_Solidarity_report_FINAL.pdf
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FIVE
A review of the societal and ethical issues

National and international debates on healthcare and public health are confronted 
with specific challenges, which are almost absent in micro-ethical debates. Data can 
be interpreted in different ways. Treatments of diseases and illnesses can be more or 
less reliable. Subjective factors play an important role in the perception of what is to 
be considered as realizing health and a better healthcare system.

In addition, the societal and ethical challenges to the future of healthcare are high 
and need to be carefully considered, given their potential impact on the financial 
burdens of the healthcare system and its core values. 

In this chapter, we start from the core values of European healthcare systems and 
provide an overview of the most important societal developments and challenges to 
these values. Trends include:
•	 Growing individualism; 
•	 The increasing impact of wish-fulfilling medicine and well-being;
•	 The problem of enhancement and technological push;
•	 The increase of preventive and predictive medicine;
•	 The issue of autonomy and shared decision-making;
•	 The growing impact of lifestyle diseases;
•	 Medicalization;  
•	 Challenging financial burdens.
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FIVE 

A review of the societal and ethical issues

European healthcare systems – core values

During the workshop, it became clear that the values of solidarity, justice, and responsibility are very 

strongly embedded in our understanding of the ethical and societal issues in resource allocation in 

healthcare. Below, we will focus on a clear analysis of these values, based on the general ethical lit-

erature as well as on the insights gained from the workshop. The aim is to bring together theory and 

reflection. 

Solidarity

Solidarity is one of the cornerstones of European health-

care systems (Callahan 2008; Prainsack & Buyx 2011; Ter 

Meulen & Jotterand 2008). The renowned bioethicist Daniel 

Callahan puts the issue of solidarity as follows: 

“From an American perspective, the most striking fea-

ture of European healthcare is its embrace of solidarity 

as the most important underlying value for healthcare 

and of universal care as the most obvious implication 

of that value… solidarity has deep European roots, go-

ing back to the Bismarck era. [Bismarck’s] plan led to the 

development of independent social insurance funds 

(called social health insurance) that were closely regu-

lated by government. This was the dominant basis of 

healthcare in Europe until World War II, but a number of 

countries shifted from that system to a taxed-based one 

in the aftermath of the war (following the Beveridge 

plan in the United Kingdom). Whether following the 

Bismarck or Beveridge model, however, universal care 

was the aim, providing healthcare coverage for all” 

(Callahan 2008, 288).

Solidarity can be understood as the willingness of people 

to give governments powers in developing and organizing 

welfare programmes of all kinds. As such, it is a govern-

ment-oriented approach, rather than a market-driven per-

spective on healthcare. What does this mean?

First of all, as Barbara Prainsack and Alena Buyx (2011) ex-

plain: “In its most bare-bone form, solidarity signifies shared 

practices reflecting a collective commitment to carry ‘costs’ 

(financial, social, emotional or otherwise) to assist others.”

As such, the concept of solidarity stands in strong relation 

to complementary terms such as “fraternity”, “commu-

nity spirit”, “mutual attachment”, and “social cooperation.” 

Related to this, Kurt Bayertz describes solidarity as: 

“A mutual attachment between individuals, encom-

passing two levels: a factual level of actual common 

ground between the individuals and a normative level 

of mutual obligations to aid each other, as and when 

this should be necessary… It has repeatedly been sup-

posed that factual common ground is sufficient justifi-

cation for normative obligations. [The] actual common 

ground is not simply objective, but has an emotional 

dimension: from common ground a feeling of obliga-

tion thus spontaneously emerges, bridging the gap 

between what is and what ought to be” (Bayertz, 

Solidarity, p. 3).
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In the same line of reasoning, Prainsack & Buyx (2011, p. xi) 

describe solidarity as encompassing both a “descriptive” 

meaning, referring to the “fact” of social cohesion within a 

particular group, and a “prescriptive” meaning, calling for 

more social cohesion within a group. As such, solidarity is 

not a freely celebrated, noncommittal value. Instead, it is 

strongly related to positive obligations to act: “The term 

mobilizes the readiness to act and/or to make sacrifices” 

(Bayertz, 1999, pp. 3-4).

Because of the importance of mutuality, solidarity does not 

exclusively stem from pure altruism. There is always also an 

element of mutuality involved. Nevertheless, this mutuality 

is more than mere “selfish” self-interest, only aiming at serv-

ing one’s own interests. It is directed towards a common 

interest that all the people in the group share.

With regard to the scope of the group that solidarity ap-

plies to, there is great variety, ranging from solidarity within 

a family to solidarity with all the people in the world. As 

such, solidarity essentially encompasses specific obliga-

tions towards the members of the particular community to 

which one belongs, but can nevertheless also imply ethi-

cal universalism, depending on the content of the tie that 

binds people. An example is the emotional connections 

existing between all human beings, as described in the 

Christian world: “All human beings are God’s children and 

in that sense, ‘brothers’, or in an anthropological sense, ‘be-

ing human’.”

However, we must also bear in mind that the universalistic 

use of solidarity is not self-evident. We usually comprehend 

solidarity as “mutual vouching”, to be found in people who 

are linked to each other by specific things in common. One 

is “solidarity” with those to whom one is close due to some 

common ground: a shared history, shared feelings, convic-

tions, or interests. In this sense, a particularistic – maybe 

even exclusive – dimension is inherent in the general use 

of the term solidarity. 

Rorty (1989, p. 308) was also pointing to the fact that the 

best and strongest reasons for acting are often particu-

lar reasons, when he stated “that our sense of solidarity is 

strongest when those with whom solidarity is expressed 

are thought of as ‘one of us’, where ‘us’ means something 

smaller and more local than the human race. That is why 

‘because she is a human being’ is a weak, unconvincing ex-

planation of a generous action” (Rorty, 1989, p. 191). 

As such, positive assistance is usually and most strongly 

motivated by particular bonds. The idea of a general frater-

nity of all human beings seems too loose to generate legiti-

macy or positive action.

Being particular does not imply being based on personal 

ties. Solidarity is not the same as love, sympathy, or friend-

ship. It is more abstract, general and anonymous. The deci-

sive point is that love, sympathy and friendship are based 

on personal relationships with people we know. Solidarity 

is not based on a personal tie but on a common interest 

that is paradigmatic for the social relationships that con-

stitute and hold together a society or a community. We do 

not need to know the people within the community that 

solidarity applies to. We only need to share an interest in a 

particular common good.

Within the bioethical literature, references to solidarity pre-

dominantly appear in four different contexts (Prainsack & 

Buyx, 2011): 

>> In the context of public health, where solidarity is dis-

cussed as a value, capable in justifying the strong in-

volvement of state authorities in public health; 

>> In the context of justice and equity of healthcare systems; 

>> In the context of global health, justifying assistance to 

poor countries and societies; 

>> As a European versus American value, especially in the 

context of comparison between European and American 

healthcare systems, or when the concept of autonomy in 

bioethics is being discussed. 



5 – A r e v i e w o f t h e s o c i e ta l a n d e t h i c a l i s s u e s 	 p. 91

Applied to healthcare systems, Ter Meulen & Jotterand 

(2008, p. 191) describe solidarity as follows: 

“Both a benevolent attitude towards weaker groups 

in society and a commitment to fair or even egalitar-

ian distribution of healthcare services (Houtepen & Ter 

Meulen 2000). The concept of solidarity provided for a 

long time the ideological rationale for the transfer of 

financial contributions by individuals by way of com-

pulsory health insurance schemes or national taxation 

to a universal healthcare system that should guarantee 

equal access to healthcare for those who are in need. 

The concept of solidarity was rooted firmly in European 

culture reflecting a mixture of various philosophical, 

religious and cultural traditions, particularly Christian 

social ethics and social democratic ideology. It meant 

a strong responsibility of society for the needs of the 

individual in relation to health and welfare.”

More particularly, three types of solidarity in the context of 

health and social insurance can be distinguished (Bonnie et 

al. 2010, p. 784, Prainsack & Buyx 2011, p. 30; Trappenburg 

2000):

>> Risk solidarity: expressed in insurance schemes that in-

sure everyone under the same conditions, independent 

of actual risks. These risks can be known (like a pre-ex-

isting disease), undetermined (when for instance family 

members suffer from a disease), or undeterminable (like 

the risk for Alzheimer’s Disease).

>> Income solidarity: encompassed in arrangements where 

people with higher incomes pay more and thereby sub-

sidize the care for those with lower incomes.

>> Lifestyle solidarity: signifies arrangements that offer in-

surance under the same conditions to those who engage 

in high-risk lifestyles as to those with low risk lifestyles.

A pivotal role is played by the content and particularity of 

the common interest, or common good, that solidarity ap-

plies to, in such a way that the denial of solidarity seems 

unfair if the commitment of those who are “in the group” 

aims at a collective good, from which enjoyment nobody 

should be excluded. That is, when the good is so important 

that no one should be excluded from having access to it. It 

is in this regard that the relevance of solidarity in healthcare 

takes a start. This goes back to essential issues of justice and 

equity in healthcare (Denier 2007). 
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Justice 

What exactly is implied by the idea of just healthcare? What 

are the philosophical categories, distinctions and argu-

ments, used in matters of just distribution of scarce health-

care resources? In Denier (2007), the issue is discussed 

along the lines of four questions: 

>> What is justice?

>> What does a human right to healthcare mean?

>> What is the basis of such a right?

>> What is the scope of the right to healthcare?

What is justice? 

The concepts of fairness, equity, desert and entitlement 

have been used by various philosophers in attempts to de-

scribe “justice” (Nozick 1974, Rawls 1971, Buchanan 1981, 

MacIntyre 1988, Tugendhat 1993, Barry 1995, Solomon & 

Murphy 2000). These accounts interpret justice as fair, eq-

uitable and appropriate treatment in the light of what is 

due or owed to persons. A situation of justice is present 

whenever persons are due benefits or burdens because of 

their particular properties or circumstances. One who has a 

valid claim based in justice has a right, and therefore is due 

something. 

An injustice involves a wrongful act or omission that de-

nies people benefits to which they have a right, or fails to 

distribute burdens fairly. As such, justice in healthcare is 

intrinsically related to human rights. Just healthcare im-

plies that there is a human right to healthcare, which is 

also confirmed by Article 25.1 of the Universal Declaration 

of Human Rights. But what exactly does a human right to 

healthcare mean?

What does a human right  
to healthcare mean?

From the moral viewpoint, the statement that there is a ba-

sic human right to healthcare means four things (Buchanan 

1997):

>> First, it means that there is a collective moral obligation, 

that is, an obligation on the part of society to ensure that 

everyone has access to some level of healthcare services. 

>> Second, it means that this obligation is a very stringent 

one. Obligations that are implied by rights have excep-

tional moral force in public debate. Contemporary rights 

theorists such as Ronald Dworkin define a right as a 

“trump” that overrides countervailing considerations. A 

countervailing consideration could be the mere fact that 

abandoning moral obligation could increase overall utility. 

Therefore, rights serve as a powerful protection of impor-

tant interests persons have (Dworkin 1977; Waldron 1993). 

>> Third, a basic right to healthcare implies that access to 

healthcare is owed to those who have the right. A right 

holder is not kindly asking for a favor and if society fails to 

fulfill this collective obligation, it does all the individuals 

who lack access to healthcare an injustice. 

>> Fourth, as a human right, it is ascribed to all individuals 

because they are human.
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The basis of the right to healthcare

Why are certain interests, in this case healthcare needs, so 

important that they deserve such special protection? What 

is it about healthcare that is so special? A possible answer 

is that healthcare is special because of its instrumental 

power. Healthcare is the means to an end that is highly val-

ued in most cultures: good health and a long life free from 

pain and disability. Without life-long access to appropriate 

healthcare, our chances of attaining this goal are likely to 

be impaired. Yet the high value of good health alone can-

not explain the particular status of healthcare as a focus 

of moral concern. There are many things we value highly, 

like companionship, aesthetic pleasure, love and other 

such benefits to which we do not necessarily have a right. 

Three main arguments deserve attention: fair equality of 

opportunity, basic healthcare needs and collective social 

protection. 

First, contemporary healthcare involves a complex and het-

erogeneous framework of institutions, services and policy 

measures that aim at preventing disease and disability, 

restoring health where possible, and personal and social 

support and care for the long-term ill or disabled (Denier 

2007). As such, healthcare greatly affects the risk of persons 

getting sick, the likelihood of being cured, and the degree 

to which one will receive care and support. 

Within this line of reasoning, Norman Daniels has pointed 

to the way in which healthcare protects our level of nor-

mal functioning and consequently the range of opportu-

nities open to us to form, pursue, and revise our life plans 

(Daniels 1985, 1981, 2001). Impairment of normal function-

ing through injury, disease and disability creates significant 

disadvantages and reduces a person’s opportunities in life. 

What appears to make healthcare of special moral impor-

tance is its particular capacity, through prevention, resto-

ration and support, to affect our chances of leading a full, 

active, and morally fulfilling life. In this context, fair equal-

ity of opportunity means that all individuals are entitled to 

an equal opportunity for a chance to be healthy, insofar as 

possible (Veatch 1980, 1976).

Second, the effect of healthcare services on opportunities 

in life is a general fact that is common to all. This is ultimate-

ly grounded in the concept of basic needs or, as Braybrooke 

calls them, “course-of-life needs” (Braybrooke 1987). Basic 

needs are the things that are functionally necessary for the 

most fundamental projects, involved in living a human life, 

and are essential to living or functioning normally. They ap-

ply to an entire range of interests that concern a person’s 

physical (food, drink, shelter) and psychological existence 

(communication, affiliation, support). They are basic be-

cause they are restricted to universally recurrent phenom-

ena rather than to particular individual whims or frivolous 

pursuits. This implies that basic needs are distinguishable 

from felt needs, preferences, or wants. Persons simply have 

these needs, whether they want to or not. In the words of 

Harry Frankfurt: basic needs are “non-volitional needs”; they 

do not depend on what a person wants (Frankfurt 1988). 

As such, they are typically assumed to be given rather 

than acquired characteristics of the human condition. That 

means that they are not constituted by any action for which 

the person is responsible by virtue of his or her greater ef-

fort. Consequently, essential needs are independent from 

merits. Where they are unequal, one thinks of them as for-

tuitously distributed; as part of a kind of natural or social 

lottery or as the result of good or bad luck. 

Likewise, basic healthcare needs are those things that every 

person needs normal and healthy functioning (such as ad-

equate nutrition, shelter, sanitation, unpolluted living and 

working conditions, preventive and curative medical ser-

vices), or that a person needs to equal normal functioning 

as much as possible (such as glasses, wheelchairs, hearing 

aids, and guide dogs). 
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Accordingly, healthcare needs are basic needs: universal in 

character, necessary for the fundamental projects of every 

person, and generically originating from human vulnerabil-

ity and finitude. Very often the advantages of health and 

the burdens of illness are arbitrary effects of a natural lot-

tery (like one’s genetic make-up) or social conditions (being 

poor), or of bad luck (being at the wrong place at the wrong 

time) or good fortune (accidental discovery of cancer at a 

curable stage). 

Although there are interpersonal differences in healthcare 

needs to reach a normal functioning level, enjoying rea-

sonably good health, being able to function normally, and 

through this having normal opportunities for a fulfilling life 

is of fundamental value for every person, and eliminating 

or reducing barriers that undermine this value, like disease, 

illness, or injury, is a basic moral obligation for every just 

society. 

Third, it would be unreasonable to expect that individuals 

generally should be able to gain sufficient access to health-

care, by relying solely on their own private resources for 

several reasons: 

>> Healthcare needs are more unequally distributed than 

other basic needs like food, clothing and shelter (some 

people need considerably more healthcare than others, 

while people’s need for food and clothing is generally the 

same). 

>> Healthcare needs can be highly unpredictable due to the 

element of luck. 

>> The fulfillment of healthcare needs has an important im-

pact on a person’s range of opportunities.

>> Healthcare can be catastrophically expensive. If pri-

vate resources could generally cover healthcare needs, 

there would be little point in declaring entitlements to 

healthcare. 

This means that whereas it might be reasonably expected 

that people can adequately provide for food, clothing and 

shelter from their own private shares of income and wealth, 

this does not apply to goods such as healthcare services, 

which are an appropriate object of collective cost sharing 

schemes. Private insurance alone cannot provide sufficient 

access to care for everyone because those who are most in 

need of healthcare, as well as those with especially high risk 

of ill health, will not be able to purchase affordable cover-

age, if they can find insurance at all. That is why we speak 

of a collective obligation on the part of society as a whole, 

which comes down to solidarity in healthcare.

The scope of the right to healthcare

The final characterization of the human right to healthcare 

concerns its scope. Historically, the right to an adequate lev-

el of healthcare has been classified under the second gen-

eration of economic, social and cultural rights, which also 

include food, work, social security, education etc. Societal 

obligations under this category differ from the obligations 

under the first generation of civil and political rights, which 

include the rights to life, liberty, freedom of movement, and 

freedom from torture, etc. Whereas civil and political rights 

must be guaranteed immediately, governmental obliga-

tion for economic, social and cultural rights involves action 

to ensure that these rights are progressively realized (Mann 

et al 1999). 

This means that whereas the first generation of rights are 

simply a matter of being protected as they are, the second 

generation deals with the problem of to what extent they 

should be promoted and protected. Consequently the 

question arises: “Should they be endlessly promoted?” No, 

they should not.
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The right to healthcare cannot be an unlimited right. It 

cannot be a right of everyone to have access to whatever 

healthcare services would be of net benefit to the individ-

ual. Rationing of healthcare has to be a fact of life. We must 

set priorities. Three reasons support the argument that the 

right to healthcare must be a limited right. Healthcare is not 

the only important good in life. This refers to what Denier 

(2007, 2008) calls the external dynamic of scarcity in health-

care. Given that resources are finite, we must consider what 

economists call the “opportunity costs” of providing health-

care for all. We must acknowledge that resources must be 

preserved for other social needs, such as housing, educa-

tion, scientific research, etc. It would not be rational for a 

society to devote all its resources to healthcare (Rawls 2001; 

Buchanan 1997).

The right to healthcare is the right to an adequate level 

of care, not the right to all types of care that would be of 

net benefit. This refers to the internal dynamic of scarcity 

(Denier 2007, 2008). Taking the continuation of technologi-

cal development into account, there are virtually no limits 

to how much we could spend on healthcare. Every advance 

in medical science creates new needs that did not exist pre-

viously. Consequently, the nature of healthcare is such that 

supply often generates its own demand (Butler 1999). 

Healthcare is not about the endless provision of resources 

and services to increase personal happiness. Although 

meeting healthcare needs may have a tendency to pro-

mote happiness, its moral importance is derived from 

the way in which it protects functioning and opportunity 

(Daniels 1985). As such, the notion of an adequate level of 

care is that of a floor, not of a ceiling.

The guideline of basic healthcare needs and of fair equal-

ity of opportunity suggests a path for giving content to the 

idea of a decent minimum of healthcare, and for setting 

priorities in the allocation of resources. It asserts that col-

lective moral obligations exist to provide healthcare at the 

level needed for persons to receive a fair chance in life. 

Nevertheless, unless additional qualifications were in-

troduced, acceptance of these arguments for a right to 

healthcare would place immense burdens on society. After 

all, they lead to the conclusion that society is morally ob-

ligated to funnel resources toward bringing persons ever 

closer to the goal of fair equality of opportunity. However, 

a vast array of disabilities, injuries and diseases limit oppor-

tunity, and many persons are so seriously affected that they 

could never be restored to a position of equal opportunity, 

even if immense sums were spent to bring them closer to 

that ideal. These arguments then need to be held in check 

by an account of allocation that avoids unreasonable de-

mands on social resources in order to implement the right 

to healthcare. 
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Responsibility 

The issue of justice and solidarity in healthcare is strongly 

related to the concept of responsibility. In a general sense, 

responsibility refers to actors being accountable for an act 

or an omission of an act. Prainsack & Buyx (2011) stress: 

“This accountability can be moral, legal, or social (often 

these dimensions overlap). While legal responsibility 

refers to duties to act, or to refrain from acting, based 

on contractual or other legal norms, moral responsibil-

ity refers to an actor’s obligations in certain situations 

[that] go beyond those which are determined by law. 

Social responsibility takes social norms and conven-

tions of the good as its central point of reference for 

what is expected from an actor in a given situation; 

often moral or ethical values are used to justify these 

social norms. Responsibility is articulated not only in re-

sponsible (moral and accountable) behavior but also in 

expectations of such [behaviour]” (p. 40).

In the context of medicine, healthcare and bioethics, re-

sponsibility is being discussed in connection with the in-

creasing individualization of responsibility for one’s health 

status, which is also related to discussions on the proper de-

sign and policy of healthcare systems and welfare states. It 

is also being discussed in the context of responsibility of the 

more privileged for the vulnerable and least-advantaged, in 

our own societies as well as on the level of global health. 

Finally, responsibility is being discussed in the context of 

individual and collective moral and legal responsibility for 

proper professional and human conduct (Prainsack & Buyx, 

2011, p.40).

In the context of justice and solidarity in healthcare, the 

issue of responsibility is being discussed in relation to a 

declining embrace of solidarity as a value, a supposed de-

crease of the willingness of people to give governments 

powers or to carry costs to assist others (Ter Meulen & 

Jotterand 2008, Callahan 2008):

“Since the end of the 1980s in the last century, solidar-

ity, and the healthcare system based on it, has come 

under severe criticism: the rising costs of care made it 

increasingly difficult to maintain universal access to all 

kinds of medical services for free. From that moment 

on, various strategies have been devised to limit the 

collective responsibility of society for the health needs 

of the individual. Economic assessment of services, pri-

ority setting, delisting, rationing by way of guidelines 

and needs assessment and waiting lists, and other 

measures like co-payments tried to limit both the sup-

ply and the demand and utilization of services” (Ter 

Meulen & Jotterand, 2008, pp. 191-192).

The authors argue that such measures can be interpreted 

not only as a mere economic or financial instrument to cope 

with the problem of rising costs, but also as an implicit way 

of increasing the responsibility of individuals for their own 

health, and to induce individuals to a more responsible use 

of services (Ter Meulen & Jotterand 2008, Callahan 2008). 

During the workshop, the issue of responsibility was being 

discussed on two levels, viz. the individual and collective 

level. Below, we present the issues brought forward and 

discussed by the participants. 

Individual responsibility  
beyond the blame game

In an ideal world, all decisions regarding health interven-

tions would be taken on a collective level and they would fit 

for every individual in this ideal world. Unfortunately that 

is not the case. Obviously, the tension between individual 

and collective interests is at the core of our debate. Is it pos-

sible to reconcile the two? 

Discussion of personal responsibility goes far beyond the 

blame game; it is not just holding people responsible for 
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factors that are in fact beyond their control, which is a wor-

rying development in the US context. Basically, most indi-

viduals are driven by a principle of pleasure. As American 

actress Mae West would have said, “Too much of a good 

thing is wonderful.” Many of us think these plentiful good 

things are necessary for our personal happiness and 

well-being. 

At the same time this category is problematic because in 

today’s society we often die from this “too much”. So, a cer-

tain idea of well-being or pleasure leads to a very unhealthy 

situation. As the American anthropologist Richard Wilk put 

it, “We consume ourselves to death.”

But this “too much” is not merely an individual matter. 

Individuals’ behaviour is also society driven. Our society 

generates a context that facilitates the unhealthy choices. 

Socio-economic factors weigh heavily on our lifestyle. The 

most striking example is that stress or economic problems 

are obviously interfering with behaviours in regard to eat-

ing and nutrition. Food has also cultural, psychological and 

interpersonal aspects.

Besides, we all carry our own genetic rucksack. The presen-

tation about Mr. Fit and Mr. Fat (case six in chapter 3) was 

quite enlightening about who “deserves” being reimbursed 

for statins in case of too high cholesterol. Does our indi-

vidual responsibility apply to our past, our present or our 

future? How can we define “equals” among individuals (for 

age, BMI, LDL cholesterol) to confront them with their spe-

cific responsibilities? How can we compare an individual 

with an unfavourable genetic profile and/or lack of educa-

tion with another person who develops no health prob-

lems because of a favourable genetic profile? 

Each individual’s global profile has an influence on his or 

her empowerment and responsibility. It is impossible to 

talk about responsibility without considering all of these 

preliminaries. In addition, we must pay attention not to 

shift the focus too far in the direction of the individual re-

sponsibility rather than the collective responsibility. This is 

also why it was suggested to abandon the term “lifestyle 

diseases”, an approach that is quite cynical and unhelpful. 

We should talk about “behaviours”.

Of course, we must also consider the balance between 

rights and duties. Freedom is a right and includes the free-

dom to make unhealthy choices. Smoking is the typical ex-

ample. So is the freedom to make risky choices. During the 

workshop many jokes were made about mountain biking 

and skiing. Both can be viewed as healthy physical activi-

ties, but also as risky ones. How far can society decide what 

is good or bad for us? 

Compliance is on the duties side; if we are prescribed a 

treatment we have to comply with it, otherwise it would be 

inefficient and be a waste of collective resources. However, 

it is well known that lack of compliance is one of the main 

pitfalls in all chronic treatments. Here, freedom as a right 

meets frontally with duty and responsibility. Under what 

conditions can society force compliance? 

Another aspect of the patient’s individual responsibility is 

the asymmetry of information. To what extent should pa-

tients be held financially responsible for their health while 

diagnostic responsibility and the choice of treatment are 

essentially the responsibility of medical staff? If we want to 

introduce individual responsibility into the reimbursement 

system, it is important that we should establish a balance 

between the responsibilities of patients and doctors that 

relates to each party’s ability to act on that decision. And 

if the patient must assume responsibility for costs resulting 

from an inefficient choice, we must be sure that he [or she] 

has a less expensive alternative of equal quality and that he 

is correctly informed about it.
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This also implies an educational task on the side of the care-

givers. They must explain to patients the benefits and risks 

of treatments, but also the preventive and diagnostic meas-

ures available. But it must be “fruitful” information, which 

is information that goes beyond fundamental and factual 

information. This information must make sense to every 

individual to inform wise choices. This can be considered 

as part of the care: the information-related care. It is an es-

sential element of empowerment. 

In an ideal world, every patient would be empowered, 

would freely behave responsibly and would enjoy an opti-

mal state of health in return. But clearly there are practical 

and ethical drawbacks concerning ways of making people 

responsible. Nevertheless, responsibility remains firmly 

linked to the individual freedom. Amartya Sen, Nobel Prize 

Winner in Economics says: (Sen 2002) “Freedom is a neces-

sary and sufficient condition for responsibility.” We cannot 

avoid the challenge of giving people real capability, i.e. the 

capability to make real choices. 

Some remarks were made about “empowerment” or “pa-

tient advocacy”. These words seem to have very differ-

ent meanings, depending on who is using them. One of 

the workshop participants offered this analysis: “Doctors 

seem to associate empowerment with compliance; they 

think it depends on how good they are able to explain 

the benefits of the treatment and to ensure that the pa-

tient can understand it well. In hospitals the same word is 

used when they want to ‘educate’ the patient to become 

autonomous when leaving the institution. In health poli-

cies, it means that the patient should be given a greater 

share of responsibility. And when patients are talking of 

empowerment, they mean all the above-mentioned, but 

they also add the opportunity to say no. They want to be 

actors in co-decision processes or even to make their own 

decisions about their own life.”

Another participant commented that it would be prefer-

able to replace the word by “building capability”, since 

“empowerment” appears to be too much influenced by the 

neo-classical, paternalistic approach.

Collective responsibility –  
the role of incentives

On the collective level, the role of responsibility was dis-

cussed in terms of incentive programmes and their accept-

ability. Several opinions were discussed.

Financial incentives can be seen as little nudges to help 

people “make the right choices” or as “carrots and sticks” to 

mark the path of a “healthy lifestyle”. They stem from be-

havioural economics. Contrarily to traditional economics, 

which states that individuals are rational agents who will do 

what is good for them because they are autonomous, be-

havioural economics says that people are not actually that 

smart and that they generally prefer immediate satisfaction 

of pleasures to remote benefits. The psychological rationale 

for incentive programmes turn that mechanism around by 

proposing a tangible, immediate financial benefit that goes 

along with some health benefit in the future. 

Incentives and penalties can be considered along two types 

of arguments: gain sharing or cost shifting. The principle of 

gain sharing is that by sticking to a given objective, such 

as weight loss or quitting smoking, individuals will allow 

economy of health resources that can be used to treat more 

needs, so that part of this gain can be returned to them. For 

example, if it costs US$ 700 more to have an obese person 

in an enterprise, and if this person loses weight, then the 

enterprise could return $US 70 or US$ 300 to that person 

who helped make the savings. In more elaborated settings, 

these programmes can also play on loss aversion and com-

petition among individuals. 
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On the contrary, the argument of cost shifting is to penalize 

people for behaving irresponsibly – if you cost more to your 

health insurance, it will make you pay some of those costs. 

Studies have shown that incentives can be effective in prin-

ciple. They can empower people and help them to exploit 

decision narratives, which can promote autonomy and 

solidarity. But they can also penalize them and undermine 

autonomy and solidarity. Penalties also have some support, 

but their magnitude is lower. 

Not all personality structures are compatible with incen-

tives; some people do not need them and others do. This 

addresses the behavioural economics approach of saying 

that there is no “one size fits all”. 

Not all workshop participants agreed with the philosophy 

of incentives because they raise equity issues. They tend to 

put the whole responsibility upon the individuals without 

questioning the lifestyle of society as a whole. In this sense, 

incentives cannot compensate for cultural, educational, 

economic and social determinants. This shift towards indi-

vidual responsibility also eludes the solidarity dimension, 

as it does not give people the real freedom to make respon-

sible choices. “The best way to be collectively responsible 

is to begin by being individually responsible. The two are 

linked and this is probably a good way to build a society of 

responsible individuals and a society of equals.” 

An ethically acceptable  
role of responsibility 

How can responsibility play an ethically acceptable role 

within a just healthcare system? Or put another way, if we 

assume that all citizens enjoy a basic human right to a de-

cent minimum of healthcare, based on the arguments of 

fair opportunity and basic healthcare needs, can particular 

individuals then forfeit that right even when they wish to 

preserve it? 

The matter is less about whether a person loses the full 

range of entitlements under the right to healthcare than 

about whether he or she will have to carry the costs them-

selves, pay higher premiums, or forfeit the right to certain 

forms of care. Fundamentally, this question turns the origi-

nal matter around. 

From the human rights perspective, interest in health has 

always been primarily focused on governmental actions 

and its responsibility for regulation and monitoring of soci-

etal-level health determinants (Mann et al 1999). The ques-

tion above addresses the issue of whether a basic human 

right to healthcare implies individual obligations to healthy 

behaviour and the possibility of restrictions of this right as 

a consequence of unhealthy choices made by autonomous 

individuals. This is also discussed in the section of the grow-

ing impact of lifestyle diseases, where the factual question 

is being illustrated in detail and the various theoretical ar-

guments and values that are at stake are discussed. 
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The fundamental question is: how should we think about our 

personal and social responsibility for health when this is seen 

from the viewpoint of social justice? To put it another way, 

how should we treat people who are voluntarily engaging in 

risky behaviour and making risky choices? Should they be 

considered as people who should bear the costs of their 

lifestyle themselves? (Denier 2005, 2007, Denier et al 2013)?

Y es   they     should      !

The first argument in favor of rationing by responsibility is 

grounded in the anti-social character of irresponsible health 

behavior. Just as a person can forfeit his or her right to liberty 

by criminal behaviour, one could argue that a person can for-

feit his or her right to certain forms of healthcare by failing 

to act responsibly. It is unfair that those contributing to the 

insurance pool pay the extra costs of those who voluntarily 

engage in risky actions that increase their need for medical 

services, and it is fair to withhold societal funds from needy 

persons whose medical needs resulted from voluntary risk 

taking. This conclusion does not conflict with the rule of fair 

opportunity because those who are voluntarily risking their 

health have had the opportunity to be healthy. 

Related to the first argument is the idea that duties are owed 

to the state. Society has a right to expect a decent return on 

the investment it has made in public health measures, medi-

cal facilities, nursing schools, funding for biomedical research, 

hospital subsidies, and many other parts of the system that 

pertain to healthcare. This sounds reasonable because society 

is not a trough filled with services and resources that should al-

ways be at our free disposal. Within a healthcare system based 

on solidarity, citizens have rights and duties. In this sense, one 

could argue that sensible care for oneself and one’s health is 

a moral duty. It is part of what free and adult citizens with a 

sense of justice may expect of one another.

A third argument goes deeper and is based on the idea of 

moral arbitrariness. This idea refers to what we consider to 

be relevant or irrelevant in matters of justice. In A Theory of 

Justice John Rawls writes: “The natural distribution is neither 

just nor unjust. These are simply natural facts. What is just 

and unjust is the way that institutions deal with these facts” 

(Rawls 1971). Here Rawls refers to the fact that we do not 

allow biological differences such as gender or race to limit 

our chances in life. We condemn gender or race discrimina-

tion because these natural differences are determined by 

the arbitrariness of fortune. Being black or white is morally 

arbitrary because it is determined by the whims of nature, 

randomly and capriciously. One cannot do something about 

it, nor can one be held responsible or be rewarded for it. 

In the same line of reasoning, Ronald Dworkin’s argument 

of the “responsibility cut” holds that interpersonal inequali-

ties may be the result of preferences or ambitions, but not 

of endowments (Dworkin 1981a, 2000). In fact, justice is 

about mitigating the arbitrariness of nature and fate by in-

stalling social institutions that assure equal opportunities 

to everyone, despite our biological differences. When then 

are health inequalities between individuals unjust? 

At first glance, the answer is simple: when they are avoid-

able by just and responsible social policy. Hence, health 

inequalities due to determinants such as unequal access to 

clean water, sanitation, adequate shelter, basic education, 

vaccinations, and prenatal and maternal care are unjust be-

cause we believe that these inequalities are avoidable by 

just and responsible social policy that supplies these miss-

ing determinants. 

When health inequalities are rooted in biological differenc-

es that we do not know how to overcome, the situation is 

unavoidable, and therefore not an injustice. As such, a fair 

and just healthcare system mitigates arbitrary health ine-

qualities by providing equal access to a general healthcare 

framework – safe environment, good quality care, support, 

and so on – thus contributing to equality of opportunity. If 

a person has more healthcare needs (requiring hemodialy-

sis, for instance, or a wheelchair) due to unequal bad luck, 

it would be unfair if society did not fulfill these healthcare 

needs and in that way reinforce unequal opportunity. 
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Morally arbitrary health differences that we know how to 

overcome or mitigate may not determine unequal results. 

Consequently, does society have a moral obligation to 

mitigate the differences in health for which we are person-

ally responsible? No, it does not. When society provides 

the general health framework and the opportunity to be 

healthy, the poorer health status of individuals who volun-

tarily smoke and drink heavily is not unfair because in cases 

of voluntary risk taking, the differences in healthcare needs 

are no longer considered to be morally arbitrary. On the 

contrary, they are the result of gambling. 

For this argument, Dworkin’s distinction between two kinds 

of luck is useful. If a person is made worse off because gam-

bles have turned out badly, that is, because of poor “option 

luck”, then egalitarian concerns are not triggered. If on the 

contrary, a person fares worse than others because of mat-

ters outside of his or her control, then he or she is a victim of 

poor “brute luck,” and egalitarian concerns come to the fore 

(Dworkin 2000). All in all, the third argument in favour of 

rationing by responsibility makes individual choice central. 

In cases of health gambling the resulting healthcare needs 

are no longer generic, archetypical, and common to all, but 

result from personal preferences or desires. So in that case, 

they are “volitional” or “adventitious” needs, resulting from 

poor option luck (Frankfurt 1988, Braybrooke 1987). Basic 

healthcare needs and special healthcare needs that are due 

to brute luck are morally arbitrary. Volitional healthcare 

needs are not, because they result from individual reckless 

behavior. So when we do not allow morally arbitrary differ-

ences to determine how social burdens and benefits ought 

to be allocated, personal responsibility becomes relevant.

The fourth argument in favor of rationing by responsibil-

ity is practical. Suppose society explicitly chooses to pun-

ish risk-taking behavior, whether by excluding individuals 

from some healthcare entitlements or by demanding high-

er insurance premiums. Suppose that this would scare a 

considerable number of people away from smoking, drink-

ing, unsafe sexual activities, and other forms of hazardous 

behavior. Would this not be a very efficient way to prevent 

unnecessary and avoidable healthcare costs? If doing so 

would help to maximize cost-effectiveness in healthcare, 

why would we be against it? 

In the final argument the criterion of personal merit is made 

central. Meritarian conceptions are above all grading ones. 

They refer to all kinds of qualities or performances with re-

spect to which individuals may be graded. Advantages are 

allocated in accordance with amounts of energy expended 

(efforts) or kinds of results achieved (achievements). What 

is judged is particular conduct that distinguishes persons 

from one another, and not the fact that all the parties are 

human beings. 

Merits are “acquired”; they represent what its possessor has 

made of his or her natural endowments and environmental 

opportunities. What should be stressed is the importance 

of meritarian criteria in our general thinking about justice. 

Dworkin’s argument of the responsibility cut has roots in 

common experience and perception. People generally 

sense a difference between non-meritarian health crises 

and non-pure cases in which merit considerations do not 

seem wholly irrelevant. 

People do tend to feel and think differently about the drunk 

driver who has caused a car accident and the teenage cy-

clist who was hit in the accident and now suffers brain dam-

age; about the smoker having a heart attack who is seri-

ously overweight and the 60-year-old man who has always 

taken excellent care of himself and is suddenly stricken by 

leukemia. Furthermore, cases like that of the leukemia pa-

tient who has always taken excellent care of himself raise 

reactions such as, “This is undeserved!” People generally 

sense that benefits and burdens should be distributed in 

a way that is proportional, or at least related, to effort. In 

some final reckoning, merit considerations seem not whol-

ly irrelevant to many health crises. If this were not the case, 

the issue of rationing by responsibility in healthcare would 

not even be a topic of discussion.
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N o  they     should       not  !

Arguments against the possibility of curbing the right to 

certain healthcare services maintain that even if we agree 

that the notion of merit plays a very important role, the idea 

of justice is not exhaustively characterized by it (Dworkin 

1981b). According to this view, the notion of merit is espe-

cially ill suited to play a primary role in the determination 

of policies that should govern a system of healthcare. Why 

is it so ill suited? Two categories of problems arise: practical 

applicability and a consistent understanding of fair equality 

of opportunity. 

The practical applicability of the admission of merit con-

siderations in the instance of healthcare delivery appears 

limited. A policy of withholding societal funds cannot be 

justified unless several conditions are met. 

First, it must be possible to identify and differentiate vari-

ous causal factors in morbidity, such as natural causes, 

social environment, and personal activities. In addition, it 

must be confirmed that a pertinent disease or illness result-

ed from personal activities, rather than some other cause. It 

must also be shown that the personal activities in question 

were autonomously undertaken in the sense that the ac-

tors were aware of the risks and voluntarily accepted them. 

Furthermore, locating the autonomous risk takers would 

require a rigid and complex framework of research policy. 

To make such a policy legitimate, considerable moral objec-

tions, for instance privacy considerations, would have to be 

overcome. Finally, all this would have to be cost-effective. 

Regarding the first condition, although it is possible to de-

fine general risks from identifiable types of conduct, it is 

virtually impossible to draw an unambiguous link between 

an example of that conduct and a particular health conse-

quence. Medical needs often result from many influences 

of very different kinds varying from genetic predisposi-

tions, personal actions and habits, and environmental and 

social conditions (Sen 2002). 

It is often impossible to establish the respective roles of dif-

ferent factors on the basis of scientific evidence. Whereas 

it is often possible to determine responsibility for an injury 

in mountain biking or skiing, it is not possible to determine 

with certainty whether a particular individual’s lung cancer 

resulted from smoking, environmental pollution, occupa-

tional conditions, heredity, or some combination of these. 

Although we know that smoking behaviour increases the 

risk of lung cancer, we also know that many non-smokers 

die of lung cancer each year and many smokers live to old 

age. While we can identify conduct that increases the risk 

of illness or injury, it remains very difficult to conclude that 

a certain health crisis was actually caused by a certain life-

style choice. In these cases, social policy may rest more on 

ignorance of causal factors than on knowledge.

Regarding the second condition, the argument in favor of 

rationing by responsibility shows great confidence in the 

free, voluntary, and independent character of individual 

choice making. However, if we want to make choice central, 

we have to be sure that the participation in risky behavior is 

truly voluntary. Nicotine is now widely recognized as a po-

tently addictive drug, and alcoholism and eating disorders 

are diseases in their own right. But if many people in a cul-

tural group or class behave similarly, this behaviour might 

acquire the qualities of a social or cultural norm, in which 

case we might wonder just how voluntary the behavior is. A 

denial of a person’s right to healthcare would be unfair if the 

person could not have acted otherwise or could have acted 

otherwise, but only with great difficulty. At the very least, 

the proposition that individuals voluntarily bring many of 

their illnesses upon themselves must be challenged and 

tested in each situation in which it is invoked. 

In addition to the previous issue, problems of rigidity in 

policing the system become relevant. To locate voluntary 

risk takers, officials would have to investigate the causes. In 

the worst-case scenario, these officials would be authorized 

to invade privacy, break confidentiality, and keep records 

in order to document health abuses that could result in re-
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stricting the right to healthcare. In such cases, the natural 

jungle, in which morally arbitrary differences such as in race, 

gender or health determine the results, makes room for a 

social jungle. In the social jungle, people could be punished 

by society as a result of an infinite series of responsibility 

questions about their health behaviour. This immediately 

raises doubts about the ethical viability of such measures. 

We also know that in real life people routinely trade health 

risks for other benefits. They do so when commuting longer 

distances for a better job, practicing certain sports, or tak-

ing a skiing holiday. So if patients needing treatment for 

smoking-related diseases can be fairly penalized because 

they smoke, we should apply the same stricture to those 

who drink too much alcohol, eat too much fat, drive too 

fast, work too hard, go out too late, go on skiing holidays, or 

indulge themselves in sports like mountain biking or box-

ing. Within such a policy only few of us might qualify for the 

treatment we require in our hour of need. Although there 

is some plausibility to the claim that rational people should 

refrain from trading their health for other goods, refusing ex 

ante to allow any trade-offs of health for other goods may 

seem unjustifiably paternalistic. Fundamentally, imple-

menting the possibility of forfeiting the right to healthcare 

might entail forfeiting freedom.

Moreover, one might wonder whether health enforcement 

would indeed be cost-effective. One of the major reasons 

for the debate on responsibility in healthcare is the prob-

lem of increasing costs. The argument is based on the idea 

that those who choose to run health risks cost the rest of us 

money, and it is fair that they should pay it back, either by 

paying larger insurance premiums or by forgoing health-

care for their self-induced conditions. 

However, there is good reason to believe that this strategy 

would lead to counterintuitive outcomes. In addition to the 

fact that the organization of health enforcement would car-

ry high financial costs besides its morally unattractive fea-

tures, it ironically proves that some risk taking requires less 

rather than more medical care, because it results in earlier 

and quicker deaths. Cost-effectiveness research to compare 

healthcare costs has shown that low-risk, non-smoking 

men with low blood pressure generate far higher health-

care costs per year of life than high-risk men who smoke 

and have high blood pressure. Altogether, it seems that 

people with some unhealthy life styles actually save society 

more in overall expenditures for both healthcare and social 

security than they cost (Leichter 1981, 1991, Russell 1981, 

Schwartz 1995). 

In addition to practical problems, a consistent understand-

ing of the concept of fair equality of opportunity remains 

an important element. As outlined above, fair equality of 

opportunity is one of the foundational ideas for a human 

right to healthcare. It helps us to bear in mind two things. 

Initially, the moral objections against private pocket pay-

ment of healthcare fundamentally come down to the fact 

that it results in a policy of exclusion, under which only the 

healthy and wealthy will be able to purchase insurance and 

medical care. The domain of guaranteeing fair equality of 

opportunity for all is too important to allow exclusion. A 

policy of inclusion is one of the basic reasons for a moral 

right to healthcare. 

Additionally, fair equality of opportunity is a forward-

looking concept. It provides the moral basis for a fallback 

framework that contributes to all persons’ receiving a fair 

chance in life. Because of this, it would be unfair to cut off 

fair equality of opportunity in the future because of past 

behaviour. Although it sounds paradoxical, holding people 

responsible for their ends means that in assuming the pres-

ence of fair institutions, we are acting as if they can exer-

cise their underlying moral power to form but also to revise 

their conceptions of the good and valuable.
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The proper role of responsibility

Does the above argument imply that society indeed is a 

trough of means and services, freely available to everyone 

after all? Is the debate on the role of personal responsibility 

with regard to the right to healthcare fully irrelevant? No, 

it is not. Three elements should be stressed (Denier 2005, 

2007, Denier et al. 2013).

First, responsibility is an important value. People’s behav-

iour has an effect on their health, and society should not 

hesitate to underscore the importance of sensible health 

behaviour by making people conscious of the influence 

they have on their health needs. However, in the name of 

fair equality of opportunity, society should continue to be 

forward-looking, both in providing incentives to avoid haz-

ardous behaviour and in offering medical help. 

Second, regarding incentives, consciousness-raising health 

campaigns show respect for individual autonomy while ap-

pealing to people’s rationality to take care of their health. 

The same goes for cost sharing. It is fair to require individu-

als who engage in certain risky actions that result in costly 

medical needs to pay higher premiums or taxes. Risk tak-

ers may be required to contribute more to particular pools 

such as insurance schemes or to pay a tax on their risky 

conduct, such as an increased tax on alcohol and tobacco. 

These requirements may fairly redistribute the burdens of 

the costs of healthcare, and they may deter risky conduct 

without disrespecting autonomy. The return individuals 

may expect on their taxed consumption is healthcare pro-

tection for themselves. 

Third, it would be unjust to refuse care to people in need, 

even if it is clear that they are responsible for their condi-

tion. Contributing to fair equality of opportunity should 

continue to be one of the fundamental moral goals of 

healthcare. This should not change because of past behav-

iour, as only then can the basic human right to healthcare 

be a truly inviolable right.
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Societal developments 

When discussing resource allocation in healthcare, it is inevitable to consider some major societal 

developments that have had and will have a substantial influence upon healthcare in general, upon 

the kind of medical questions healthcare is confronted with and upon the way healthcare handles 

these questions. We selected four major issues confronting healthcare in today’s evolving societies: 

>> Growing individualism, wish-fulfilling medicine and well-being;

>> Enhancement and technological push: from fate to risk management;

>> Preventive and predictive medicine; 

>> Autonomy and shared decision-making. 

Growing individualism,  

wish-fulfilling medicine and well-being 

The individual has become the starting point of the way so-

ciety is organized. From politics to culture and in education, 

increasing individualism is the norm. As a consequence, 

more than ever, healthcare is confronted with the way so-

ciety is centred on this turning point. What the individual 

wants or prefers has become central to healthcare and it 

leaves us with substantial questions such as what are the 

conditions that have to be met to ensure that individual 

claims on healthcare are well aligned with an overall con-

cept of just healthcare (John 1999; Bærøe 2008). 

Later in this chapter we will discuss the impact of this evolu-

tion at the level of decision-making in healthcare and the 

question of autonomy. In this section, we explore the con-

sequences of growing individualism on the kind of medical 

questions healthcare is confronted with, starting with the 

changes in our understanding of health and well-being. 

The World Health Organization defines health as “a state of 

complete physical, mental and social well-being and not 

merely the absence of disease or infirmity (1948)”. This defi-

nition functions as a programme: we are sensitive to the 

quality of life of every human being. The definition is there-

fore a perfect translation of the move from “sanctity of life” 

to “quality of life”. Quality of life is in direct relation to our 

state of health, but also, by and large, by our state of well-

being. During the workshop someone defined it as “the dif-

ference between our expectations and our reality”. This also 

invites reflection on the whole idea of expectations insofar 

as these generate demands and define satisfaction. 

Talking about expectations implies we no longer limit the 

discussion to health, but expand it to a broader concept 

called well-being (Malek and Kopelman 2007; Carlisle, 

Henderson et al. 2009). This concept challenges healthcare 

in a profound way: does healthcare need to provide health 

but also well-being and what does this cost? 

“Is well-being a part of health or is health a part of well-

being?” This rhetorical question was raised during the 

workshop. A participant evoked the definition of health by 

the Swedish philosopher Lennart Nordenfelt who defines 

health in terms of ability: “Health is the ability to obtain 

vital goals given standard, normal circumstances.” It has 

also been described this way: “Many people are turning 

to healthcare because they are longing for a better self or 

seeking to construct their identity. We have always had that 

desire, but the new given today is that medicine is able to 
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fulfil a lot of these desires through building a new identity, 

be it at the physical or at the psychological level. We should 

be aware that medicine is being called upon to fulfil a de-

sire for identity.” This can lead to a situation in which we re-

duce healthcare to a sort of wish-fulfilment, where patients 

become consumers and healthcare becomes a system of 

production. 

Today, this system seems confronted with some limits 

or turning points that refer to the concept the American 

health economist Tibor Scitovsky called the “societal refer-

ence point” or reference. We all have some opinion about 

what level is acceptable for us in reference to this societal 

reference point. If we feel we are below it, we experience 

this as a suffering and strive to reach it, but we also expect 

society to help us. However, we do not feel that society 

should do anything for those who are above this reference 

point. 

The example of Viagra for erectile dysfunction was dis-

cussed. It is a rather inexpensive drug and it brings a lot of 

satisfaction for the user and his partner. In other words, we 

can say that Viagra shows a good cost-per-QALY (quality-

adjusted life-years). Yet it is hardly reimbursed anywhere. 

Why? Because we consider that people with erectile dys-

function are above the societal reference point. If that is 

their only problem, why should we bother about it? We find 

it easier to think about reimbursement if there is some kind 

of suffering – some objectified kind of suffering. 

We can also consider that health necessitates a minimal lev-

el of happiness, which is a very individual perception. But if 

we build on this aspect, it becomes very complex because 

defining one’s individual happiness is very delicate. How 

can we transpose individual unhappiness into a reimburse-

ment system? Are we entitled to compare different kinds 

of happiness or to ascertain whether there is support for 

reimbursing some particular kinds of unhappiness? 

This is very challenging when it has to be put into practical 

health policy because there is a need to set a limit. There 

is a continuum of health towards well-being (or inversely) 

where we ultimately have difficulty determining the field 

in which healthcare should act and in which an entitlement 

to healthcare reimbursement should exist. This point is 

very important in primary care and general practice, where 

quite a large proportion of the working time is devoted to 

such problems, though it is almost impossible to handle 

them in an appropriate way. 

The same counts for wish-fulfilling medicine. From cosmetic 

psychopharmacology, anti-ageing-treatment and pre-im-

plantation genetic diagnosis (PGD) for sex-selection to all 

kinds of diagnostic or nutrigenetic tests, healthcare is con-

fronted with a considerable amount of new questions arising 

from individual preferences. This is discussed in the section 

on enhancement and medicalization.

In modern societies, fulfilling the wish of individuals is of-

ten considered as a recommendable given. Increasingly, 

the perspective has changed towards a client-centred way 

of organizing society. From the point of healthcare, this is 

less evident, not only in terms of how to organize it, but also 

in terms of costs. As Alena Buyx concludes in her review of 

wish-fulfilling medicine: dealing with this new challenge is 

not an easy task and raises many difficult questions: “What 

can be said with certainty, however, is this: the fact that 

so many difficult questions surround wish-fulfilling proce-

dures marks them out as a very special class of medical ac-

tivity, and one which modern medicine has yet to develop 

the instruments to deal with” (Buyx 2008).
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Enhancement and technological push:  

from fate to risk management 

A second major societal evolution is the increasing impor-

tance of biomedical and technological innovations. Life is 

no longer taken as a given, a fate or natural condition, but 

as something to be constructed along the lines of personal 

preferences and technological opportunities. This is what 

the German philosopher Odo Marquard has called “reflec-

tive distance” (Marquard 1986). When things are no longer 

“natural” or “obvious”, we simply no longer accept them as 

such. If there is hunger everywhere, you acknowledge it as 

your condition. Only when you have sufficient food you do 

start wondering why you would still accept moments of 

starvation. This is what he calls “the law of increasing an-

noyance”: the more negativity (evil, pain and suffering) is 

eliminated, the more angry we are about the remaining 

negativity (Marquard 1986). If my street is full of dirt, I ac-

cept that my street is dirty; but if everything is clean, except 

for one or two places, I distance myself from it and the re-

maining dirt annoys me terribly. 

Rolf Hille states this in terms more relevant to medicine: “The 

sensitivity of contemporary man has grown with respect 

to any kind of experience of suffering. Odo Marquard talks 

about a “princess on the pea”, i.e. in spite of a genuine reduc-

tion of suffering through modern medicine and technology, 

the actual and real suffering which still persists is experi-

enced as even more difficult and more painful” (Hille 2004).

From Marquard’s thesis it becomes clear why in a modern 

society, more than ever before, we can no longer tolerate 

something contingent happening in our lives. We demand 

well-defined causes for everything in the world. Destiny, 

fate or the accidental are no longer accepted as alibis for 

events. If there is imperfection, we can only tolerate it by 

pointing to its particular cause: a human mistake, a techni-

cal failure, a piece of the DNA-string, etc. Blunt acceptance 

of imperfectness seems to be out of joint. Therefore, the 

question is, “Who is in charge?”

This implies that technological means will be used not 

only to medical treatment, but also to medical enhance-

ment (Degrazia 2005; Camporesi 2008; Elliott 2011). As 

mentioned before, healthcare is consulted for reasons that 

were not included in the WHO definition of health, but 

rather refer to well-being or even “better than well-being”, 

by reference to the book by Carl Elliott called Better than 

Well. We do not always use medicine or concern ourselves 

with healthcare because we have diseases or feel bad; we 

are looking to feel good, or even to fit with some norms we 

think are desirable. 

This “technologization” of medical practice has a long his-

tory, but today, not only it has become central to the way 

healthcare is organized, it also determines the kind of ques-

tions healthcare is confronted with. At the same time, in-

novation and progress in medicine is linked with highly 

efficient technological innovations. The “technologization” 

of the medical practice makes physicians also function 

“technicians”. This regularly creates conflicts with a caring 

attitude to patients and clients. 

The example of surgical robots is probably the best illus-

tration of the technological push. Once a hospital buys ex-

pensive, high-technology equipment, there is considerable 

economic pressure to use it. This leads to massive overuse, 

sometimes at the detriment of the most elementary evi-

dence-based recommendations. The frenzy to use surgical 

robots for prostatectomy is a good example. As one of the 

participants commented, “They call it heavy equipment: if 

you imagine the country as a rubber surface, it creates a dip 

and the patients start to flow.” Studies show that it is almost 

impossible to stop the acquisition and installation of this 

equipment due to competitive advantages, prestige etc. 

Media pressure and intense lobbying have led to a whole 

array of incentives in favour of them with almost no coun-

terbalancing force. They are purely and simply digging their 
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hole in the health sector landscape without any real need 

for them. This is typically an “offer-driven demand”. 

The issue about the rise in radiological investigations is 

another good example of technology-driven push. In the 

international literature up to 40% of the radiological inves-

tigations are considered inappropriate. For particular inves-

tigations, this number is much higher, e.g., 75% of the mag-

netic resonance imaging (MRIs) examinations of the knee in 

Norway have been shown to be without indication. When 

asked what caused the significant increase in radiological 

examinations Norwegian radiologists answered that a) new 

radiological technology, b) peoples’ demands, c) clinicians’ 

intolerance for uncertainty, d) expanded clinical indica-

tions, and e) availability were the most prominent causes.

The greatest increase in the use of radiological services has 

been seen in the most highly advanced technologies like 

MRI and computed tomography (CT). These new modalities 

tend to be used as an addition rather than as a substitute 

for old or conventional technologies. In many countries, 

both within and outside Europe, there is a substantial geo-

graphical variation in use that goes far beyond the variation 

in morbidity. It even seems that the highest variation is for 

the least serious indications. 

Moreover, the way in which payments or incentives for pay-

ment are organised does influence the decisions that are 

made. A fee for service payment situation, for instance, can 

be seen as influencing supply or inducing demand. There is 

a perverse effect from the way in which healthcare providers 

are paid and the way in which social security is organized.

The pharmaceutical industry also gives rise to a supply-in-

duced demand. Later on, we will discuss the trend towards 

medicalization of daily life, with statins to replace healthy 

behaviours or lobbying to diagnose Alzheimer’s Disease 

much earlier in order to prescribe medications of doubtful 

effectiveness earlier and thus for longer than before.

Another example is the orphan status of some drugs in on-

cology. Companies have requested and obtained designation 

and marketing authorization for orphan drugs, not because 

the drug is aimed at a very rare cancer, but for a common can-

cer at an advanced stage. The same is true for Parkinson’s dis-

ease where the usual oral medication is an orphan drug when 

it is given at an advanced stage via a duodenal catheter.

The profit potential for industry drives innovation. Some 

old valuable but cheap drugs, such as older diuretics, have 

almost disappeared from the market. They are being re-

placed by new, sophisticated molecules that expand the 

possibilities for treatment of chronic diseases, such as hy-

pertension, but increase its cost. At the same time, objec-

tive comparative studies to find out exactly what the new 

drug adds to what already exists are often missing. 

On a more global scale, we can also refer to the “neglected 

diseases”, as WHO calls them. These are diseases that affect 

hundreds of thousands or millions of people globally, but 

they are not subject to pharmaceutical research because 

they are not potentially profitable. 

Offer-driven consumption of healthcare services also 

concern non-pharmacological therapies. The example of 

psychotherapeutic treatment in Switzerland is interesting 

(case 8). Since the opening of the labour market to EU citi-

zens, there has been a major extension of the workforce 

in psychiatry. In Geneva for example, 80 psychiatrists set 

up new practices in 2011, which raises the offer to 99 psy-

chiatrists for every 100,000 people. The Organization of 

Economic Co-operation and Development (OECD) cites 

average figures of 15.4 psychiatrists. 

This excess of supply leads to a rise in demand and it be-

comes very difficult to make the distinction between well-

being interventions, such as professional reorientation, and 

treatment of mental illnesses. It is also expected that this 

will lead to higher insurance premiums, and in turn to mor-

al hazard behaviours, with people wanting to profit from 

“what they pay for”. This endangers people who really need 

these treatments, and could possibly lead to populist reac-

tions against the mentally ill.
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1	 Williams, A. (1978). “Need: an economic exegesis”. In Culyer, AJ, K. Wright, Eds. Economic aspects of health services. London: Martin Robertson: 32-45.

One of the participants underlined that we tend to think 

that need exists per se, but that it is not the case. Alan 

Williams 1 (York, UK) talks about the need as an economic 

exegesis, featuring the dangers of imagining that need ex-

ists per se. This comes from the fact that in the healthcare 

sector, patients’ demands are not really standard demands 

because they depend on the individual’s needs and expec-

tations. As a result, the physician will try to respond to what 

he or she thinks the patient wants. The demand is thus me-

diated or approximated. This is the source of many misun-

derstandings regarding needs and demands. 

Given that physicians are more or less expected to do eve-

rything that is available in the interest of their patients, doc-

tors who are mediating demand will be keen to go along 

with the technological push. This contributes to the notion 

of a supply-driven market. 

Preventive and  

predictive medicine 

While the objective of preventive medicine is to prevent 

the prevalence of diseases, predictive medicine predicts 

the future risk individuals face in developing diseases. 

Predictions of diseases are mostly genetic based. However, 

because genes and environment or behaviour are often in-

tertwined, accurate predictions can go hand-in-hand with 

disease prevention to downsize the risk – at least if behav-

iour or environmental determinants are of influence in the 

particular disease. 

As mentioned, the definition of what health is all about is 

subject to debate. Health has become more than the mere 

description of a factual given; it has become a normative 

matter, an objective rather than an assumption. Today, 

we are never really forced to be healthy, but our lives are 

guided by a far more subtle battery of cultural and societal 

imperatives and incentives. No single member of the gov-

ernment is obliging us to be healthy, but one can hardly 

escape from the moral imperatives to “live healthily” or “live 

responsibly”. 

Health is something we have to take care of. We are con-

stantly encouraged “to make our bodies into self-directed 

enterprises for maintaining health and fitness” (Nye 2003). 

To mention only a few examples: the health insurance can 

reimburse a dentist appointment only if we go at least once 

a year; or they can reward us for visiting fitness clubs and 

even contribute to the consumption of cholesterol free 

butter. 

Today there is a pressure to live our lives along certain pat-

terns and paths. This will expand the demand for preven-

tive and predictive medicine. The basics of the paradigm 

of predictive medicine is that numerous medical consulta-

tions are no longer the result of an individual initiative, but 

of an institutional or governmental incentive or require-

ment, including screenings, preventive check-ups, and so 

on. Predictive medicine is not new, but its impact is rapidly 

increasing, mostly due to the use and spread of genetic 

screenings (Carter 1995; Dodge 2007; Devisch 2008).

Predictive medicine may possibly have positive effects on the 

side of autonomy, but also heteronymous effects concerning 

the position of the individual patient: what about your auton-

omy if you know at age 20 that you will die at age 40? 

As a consequence, there is an increase of medical consulta-

tions that are not autonomously chosen by an individual, 

but are the initiative of schools, factories, institutions or 

other organizations that oblige their employees or stu-

dents to undergo a medical check-up or screening. A lot 

of these preventive consultations or screenings are prear-

http://www.nuffieldbioethics.org/sites/default/files/NCOB_Solidarity_report_FINAL.pdf
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ranged without the manifestation of a medical symptom. 

The common 20th century medical scene started from an 

individual symptom by which a patient enters healthcare 

to cure the symptom. If there were no symptoms, a person 

was considered healthy. Health was defined as the absence 

of physical symptoms. Medical check-ups in school have 

existed since the beginning of the 20th century. Predictive 

medicine is a bundle of new medical practices and relation-

ships within healthcare. 

Today, a new concept of health and illness has infiltrated 

the medical scene. More than ever, we are concerned with 

our health and thus consequently, health has also become 

a normative matter. As a consequence, medicine is more 

risk-oriented, rather than symptom-oriented. Health is no 

longer the starting point, but on the contrary it is about the 

future possibility of having a disease. According to this defi-

nition, we are ill until we are 100% sure about the opposite. 

And because this is impossible, we are always in a situation 

of latent illness. Risks are lurking everywhere, all the time.

The three keywords of predictive medicine are risk, future 

and prediction (Devisch 2008): 

>> It is oriented towards health risks and prevention and the 

search for possible future diseases of the patient, not at a 

diagnosis of current illness. 

>> The initiative of the medical treatment is no longer in the 

hands of the individual, but in those of the “theatre of 

institutions”: governments, schools, companies and in-

surance companies. All of these organizations send us to 

medical check-ups, preventive (genetic) screenings and 

tests, all of which is needed to predict possible future 

diseases. 

>> Predictive medicine is preventive rather than curative. It 

is not a question of diagnosing symptoms and a curative 

therapy; it is all about prevention, advice how to live and 

eat healthy, to perform enough physical activity, and so on.

Predictive medicine is not exclusively to be identified with 

genetics. A lot of practices in society in general do have 

medical prognostic targets. Go to a supermarket and look 

around. Innumerable products are promoted because of 

their healthy ingredients, be it to downsize our cholesterol 

or upgrade our natural resistance. In the end it all comes 

down to reducing risks, to prevent someone from becom-

ing ill. 

This changes healthcare. There are more actors on stage 

and there is increased internal complexity. This leads us to 

the challenging question of how to organize healthcare in 

which more and more people are confronted with individu-

ally uncontrollable risks, with predictions and fundamental 

uncertainties about their future (Huibers and Spijker 1998; 

Starfield, Hyde et al. 2008).
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Autonomy and shared decision-making 

Autonomy is one of the key terms in current healthcare 

discussions (English, Romano-Critchley et al. 2004). It is 

a central issue in everyday medical practice, ethics and 

healthcare policy. Autonomy can be considered as a core 

principle of the healthcare professional, related to thera-

peutic freedom, but also to patient autonomy and the con-

text in which medical decisions are being taken. There is 

an undeniable tendency in medicine to move away from 

paternalism towards a more client- or patient centered 

care and shared decision-making models (Mead and Bower 

2002; van Weel-Baumgarten 2008; Sandman and Munthe 

2009; William 2009). Patients can be involved in medical de-

cisions, but up to what level and how is this related to the 

autonomy of the professional? 

The professional autonomy  
of the physician 

In the past, physicians played a dominant role: they de-

cided what to do or what not to do. Confronted with the 

financial impact of some medical treatments as well as with 

the restraints for financing healthcare programmes, physi-

cians are expected to function as gatekeepers. However, 

this is highly questionable because the physicians are then 

expected to play a double role: serving the patient and 

society.

On the second day of the workshop, four panel discussions 

focused four areas of tension: 

>> Individual versus collective (and rights versus duties); 

>> Health versus well-being;

>> Supply versus demand;  

>> Evidence-based medicine (EBM) versus subjectivity. 

The physician, the field practitioner, is at the intersection 

of all of these areas of tension. In real life situations, i.e. at 

the micro level, physicians interact with their patients in 

a person-to-person relationship. These relations are often 

very emotional, and sometimes ambiguous, situations. 

However, physicians know that their decisions have an im-

pact at the macro level. 

Today, the individual physician is confronted with major 

questions that have an impact on daily decision-making 

and acting: 

>> How can the societal values of the system be taken into 

account? Is it the role of a physician to be a gatekeeper 

of the system? 

>> How can a physician find a balance between professional 

autonomy and EBM? 

>> How can the physician’s role be balanced with the in-

creasing autonomy of the patient? 

The physician as gatekeeper? 

A workshop participant quoted an article in the New 

England Journal of Medicine by F.R. Abrams 2 who said that 

physicians should have two heads: one head to think about 

societal rules and collective resources, and one head to rea-

son in the interest of his patients. The job of the physician 

is to find an area of agreement between these two heads 

– between reason and emotion, and between collective so-

cial interest and individual interest. 

Physicians will always try – and have the deontological duty 

– to do what they think is best for their patients. This is com-

pletely different from the situation of the decision-makers, 

although they should consider the difficulties physicians 

encounter when faced with restrictive rules.

Can one ask the prescriber to think systematically in terms of 

opportunity costs? The prescriber will always be a gatekeeper 

2	 Abrams F.R. “The doctor with two heads –the patient versus the costs”. New England Journal of Medicine, 1993; 328: 975-976.

http://www.nuffieldbioethics.org/sites/default/files/NCOB_Solidarity_report_FINAL.pdf
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to a certain degree, but should be helped by the decisions 

taken by the authorities. There is the Summary of Product 

Characteristics and the often more stringent reimbursement 

criteria. Blindly following them is inappropriate. When a pa-

tient’s condition falls within the reimbursement criteria, this 

does not mean that automatically the drug should be pre-

scribed. However, it could be that the drug is deemed neces-

sary and the prescriber should evaluate who will bear the cost. 

At any rate, the prescriber should make decisions based on the 

strength of the evidence and the often-present uncertainty. 

Based on the reimbursement criteria, and even more so 

when one goes beyond these criteria, starting and stop-

ping rules should be discussed with the patient. The start-

ing rules will pose problems primarily if a treatment known 

by the patient is not prescribed or if payment by the soli-

darity system is not guaranteed. The discussion about start-

ing rules should, where relevant, be accompanied by trans-

parency about stopping rules imposed by good medical 

practice and/or reimbursement criteria. 

A simple example is drugs to treat Alzheimer’s disease. 

Many of patients remain on treatment for years and years, 

even when they reach a very severe stage of the disease 

and are beyond any hope of improvement. Reimbursement 

of these medications is conditioned by some stopping cri-

teria, typically on the basis of measurements of cognitive 

deterioration. If the patient reaches a given low value, the 

stopping rule must be applied and the treatment cannot 

continue to be reimbursed. The same applies for some 

orphan drugs – for example for pulmonary hypertension. 

These stopping rules are extremely difficult for individual 

physicians to apply – just as it is very hard for patients to ac-

cept the idea that a given treatment is no longer effective. 

So in all situations where a patient and/or a family are in 

deep distress, the physicians are completely empty hand-

ed, but still they feel they have to do “something”. We must 

keep in mind that in our society, prescribing is traditionally 

what they “can do”, even if they know it does not work. 

Another example – among many – is the initiation of ag-

gressive and futile treatments for end-of-life patients. One 

could argue that physicians have to trade off with desper-

ate families and to face complicated psychological interac-

tions, which means they are not completely free in their 

decisions. However, according to some participants there 

should be clinical guidelines that tie the physician’s hands 

to ensure that futile treatments are not recommended. 

Denying physicians the option of administering the aggres-

sive treatment might make them feel more at ease. There 

could also be guidelines to help physicians make tough 

decisions, for communicating “bad news”, or to deal with a 

consumerist patient.

Participants generally agreed that physicians should receive 

specific training to be better able to face these situations and 

that stopping rules should be clearly set out before starting 

treatments. Arguably, patients should also accept some re-

sponsibility by accepting these stopping rules beforehand 

and by sticking to them when it is time to give up. But not 

every patient or family is emotionally able to cope with this 

situation, which is why the prescribers have to be the guard-

ians of the rules and be equipped to do so. 

Take for instance is expenditures on cancer drugs and 

therapies, which are rising globally and expected to grow 

further. From the perspective of the patient or family, it is 

sometimes very difficult not to ask for another therapy, 

even with minor chances in terms of effect or survival. In ab-

solute ethical terms, every single life is invaluable. In terms 

of healthcare costs, this raises the question of whether it 

is ethically defensible to offer reimbursement for high-cost 

drugs or therapies if the money could otherwise be used to 

benefit a broader section of society. Therefore, a physician 

should be able to safeguard the broader perspective of a 

healthcare system while balancing the patient’s needs. 
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Professional autonomy versus EBM

One participant quoted from a paper of the Journal of 

Medical Ethics: “Professionals are under pressure, since they 

are held accountable by the authorities for not having done 

what they should have done according to EBM, and by pa-

tients who want them to be accountable for the outcomes 

of the treatments they prescribe. Professionals would rather 

choose in favour of their patients, but how can they safely 

balance these conflicting accountabilities?” 3

Tension exists between EBM and therapeutic freedom. There 

used to be considerable resistance in the medical world to 

adopt clinical guidelines into clinical practice. The main argu-

ment is that EBM limits therapeutic freedom. But in the real 

world, where resources are limited, it is the responsibility of 

professionals to ensure that limited resources are equitably 

distributed. Therefore, they have to identify patients who 

will benefit from a treatment by using selection criteria. The 

question is to ensure the efficiency and equity of these crite-

ria. As one workshop participant stated, “In the future, there 

is a need to shift from the concept of ‘therapeutic autonomy’ 

to the concept of ‘therapeutic responsibility’ in the coming 

years. As is the case in many countries, including Belgium, 

this is a very difficult issue, but in other countries, such as the 

Netherlands, the debate is much further advanced.”

A striking example of unethical use of resources has been 

given through the use of RX-imagery means, which is dis-

cussed in case study seven in this report. In this field, the use 

of high-technology and high-cost diagnostic testing has in-

creased substantially in recent decades. This expansion has a 

significant impact on healthcare costs, the quality of health-

care services and on the risk exposure of the population. 

This illustrates an overt overrun of the limits of professional 

autonomy. Using guidelines to frame the use of technol-

ogy is illusory because guidelines are not always legally 

binding. Disobeying them does not lead to any sanctions. 

Furthermore, many radiologists do not know about them. 

They argue that they only follow the demands of the refer-

ring physicians, and that they should follow the guidelines. 

Most practitioners very strongly emphasize their profession-

al autonomy when deciding on individual cases. But some 

participants pointed to the lack of expertise and knowledge 

among prescribers. This is particularly the case in decisions 

about orphan diseases, when physicians request drugs they 

do not know how to handle. However, it was pointed out 

that physicians sometimes prescribe a drug or an investiga-

tion without accurate specific knowledge of the case.

Other workshop participants mentioned that physicians 

are mostly paid on a fee for service basis. This perverse fi-

nancial incentive is present in most of our health systems 

and might not be compatible with responsible prescription 

behaviour. Finally, one can also question the guidelines that 

are sometimes written by physicians who have conflicts of 

interest in performing numerous exams. 

Patient autonomy and shared 
decision-making

Practitioners reason on a case-by-case assessment. They 

need time to invest in a true relationship with their patients 

to interpret personal history and understand their world-

view, to relate it to a personal diagnosis and prognosis, as 

well as to speak about compliance and empowerment. The 

patients may perceive this as “real care”. Perhaps this is the 

only way to achieve “co-responsibility” in the health system 

(Schmidt 2009; Devisch 2011).

At the micro level, scientific evidence confronts the physi-

cian’s experience and the patient’s autonomy and prefer-

ences, which is referred to as “subjectivity”. Once again 

there is a need to find a balance between these apparently 

diverging aspects of healthcare.

3	 “Should the practice of medicine be a deontological or utilitarian enterprise?” In the Journal of Medical Ethics, 2011, Volume 37, page 267-70.

http://www.nuffieldbioethics.org/sites/default/files/NCOB_Solidarity_report_FINAL.pdf
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The words “subjectivity” and “preferences” suggest arbitrari-

ness. A workshop participant suggested that if we consider 

that patient’s and physician’s preferences are based on bi-

ased information or conflicts of interest, we see them as 

wrong and unacceptable. But if we consider them as based 

on personal values or equitable resource allocation, we 

would find them acceptable and even respectable. He gave 

the example of a patient with Parkinson’s disease who re-

fuses a given drug. This drug is proposed by the physician 

because he thinks it is the cheapest, most effective and best 

tolerated. But for the patient this drug might be interpreted 

as a sign that he is getting worse because he associates it 

with a more advanced stage of the disease. In this instance, 

what looks like a caprice turns out to be grounded in real-

ity – at least in the patient’s mind. 

In an example given by of one of the participants, the 

perspective of wearing diapers can be envisaged very dif-

ferently by an active mobile person than by a bedridden 

person. A person’s perspective on whether or not diapers 

would be an acceptable solution depends on many subtle 

things that have to do with their own personal experience 

and actual conditions of life. It appeals to the worldview 

– the lebenswelt – of each individual. 

It is important not to confuse the EBM paradigm and the 

clinical paradigm shared by the patient and the doctor. 

We need to improve procedures to deal with them in deci-

sions that have an ethical aspect. The last decade, a lot of 

research has been executed on the importance of shared 

decision-making (SDM) in healthcare. SDM is based on the 

assumption that healthcare professionals involve patients 

in the process of decision-making and come to a mutual 

agreement by the exchange of all relevant information, 

such as the therapists’ medical expertise and patient’s indi-

vidual needs and preferences. 

Emphasizing the active participation of both parties, SDM 

decreases the asymmetrical power between therapist and 

patient, which is in contrast with the traditional model of 

paternalism (Sandman and Munthe 2009; Sandman and 

Munthe 2009; William 2009; Moser, Houtepen et al. 2010). 

SDM enhances patients’ confidence, satisfaction, knowledge 

about their health status and compliance with therapists’ 

recommendations. These positive effects may consequently 

improve patients’ health outcomes. Besides the clinical ben-

efits, SDM is also underpinned by the ethical principles and 

supports patients’ autonomy. This is in contrast to the mod-

el of paternalism, which considers the patient as a passive 

agent and presupposes therapists’ treatment to be in line 

with the principle “beneficence” or doing well for the patient.

However, we should be aware that SDM is not Aladdin’s mira-

cle lamp. One participant pointed to a publication by a Dutch 

team that proposes a four-level analysis for problematic situ-

ations.4 The top level is the solution proposed by the physi-

cian – the EBM solution. Going down one level is the way the 

problem is phrased: how is it defined in terms of QALY to be 

gained and how is it defined by others according to other 

values? One more level down, they consider the values that 

are at stake. And finally they try to understand the worldview 

that is behind it. Having reached that level in a respectful dia-

logue, they can step back up again and perhaps find a way to 

define the problem differently, and find a solution that may 

be a meeting point between these different levels. 

Whenever faced with a dilemma at the individual level, 

moving one step up from the particular to the general, 

from the biography to the concept, could be the beginning 

of a solution. It can then be tried to define rules that can 

be used at the macro/meso level to decide, for example, on 

whether to prolong chemotherapy or to turn to palliative 

care, or whatever. Moving up a level is a way of eliminat-

ing emotions, irrational drivers and aspects that cannot be 

reconciled because they are in different paradigms. But de-

cisions at the macro level need to involve reflection on the 

major orientations they will offer for future procedures.

4	 Moret-Hartman M., van der Wilt G.J., Grin J. “Health technology assessment and ill-structured problems: a case study concerning the drug mebeverine”. In 
International Journal of Technology Assessment in Healthcare, 2007 Summer; 23(3): 316-23. http: //www.ncbi.nlm.nih.gov/pubmed/17579933

http://www.nuffieldbioethics.org/sites/default/files/NCOB_Solidarity_report_FINAL.pdf
http://www.ncbi.nlm.nih.gov/pubmed/17579933
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Major challenges to the current healthcare system

The growing impact of lifestyle diseases

As discussed in the previous sec-

tion on societal developments, the 

way we live our lives is becoming 

increasingly subject to our own 

decision-making. Our whole way of 

living, in particular what we do to our body, has become 

the expression of personal lifestyle choices. Since we can 

make changes to our body according to our own individual 

preferences, every aspect of our life begins to be seen as 

the result of individual and voluntary decisions. The com-

parison with advertising is pertinent here: we should no 

longer accept the way we are – we can choose from a varie-

ty of options (Devisch and Deveugele 2010; Devisch 2011).

Discussions about lifestyle and the autonomy of the indi-

vidual and about the ethics of current health policy and 

health insurance are increasing. Mutual sickness fund and 

private insurance are increasingly promoting the values 

of mass sports, fitness and a healthy way of living. Private 

companies tie their insurance fees to lifestyle criteria. 

In many countries the pursuit of a healthy lifestyle has 

or is also expected to become a criterion in the alloca-

tion of healthcare services. One of the crucial questions 

is what could be the consequences of this evolution for 

healthcare policy for individuals and for society in gen-

eral? If we consider the individual as autonomous and 

regard lifestyle choices as largely a matter of free choice, 

would it then not be logical to hold the patient person-

ally responsible for making healthy or unhealthy lifestyle 

choices, when trying obtain insurance or when monitor-

ing entrance to training programmes or healthcare facili-

ties? And if an individual is unwilling to change risky be-

haviour, could he or she be denied healthcare services? 

The discussion about lifestyle also concerns responsibility 

and the amount of control that others should be allowed 

to exercise over an individual’s lifestyle choices. Critics of 

paternalism talk about control and tyranny, while defend-

ers point to the importance of public interest (Devisch 

and Deveugele 2010; Tinghog, Carlsson et al. 2010).

In addition to being central to the debate about autonomy, 

lifestyle is also an issue in debates concerning the growing 

impact of lifestyle diseases. Decreasing physical activity 

and the consumption of unhealthy food are well known to 

have a major impact on non-communicable-diseases such 

as cancer, heart disease and diabetes, and thus on mortality 

and morbidity. We all know this; the question remains how 

to tackle this increasing problem. 

A substantial part of health promotion literature is dedicat-

ed to the worldwide growing impact of lifestyle diseases, 

with the determinants of them and with the question of 

how to change behaviour in a non-paternalistic way. It has 

been meticulously documented how prevailing norms on 

responsibility in contemporary societies have shifted over 

the past decades, both at the level of ideas and the level 

of policy practice. With regard to public health, people are 

increasingly held responsible for their lifestyle and dietary 

choices, even when the causes of lifestyle diseases such as 

obesity are known to be multifactorial and (at least partly) 

determined by genetic predisposition and by social and 

structural conditions – the so-called “obesogenic environ-

ment” (Jallinoja, Absetz et al. 2007; Demakakos, Nazroo et 

al. 2008; Have, de Beaufort et al. 2010).
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It is expected that the impact of lifestyle diseases and mal-

nutrition will only increase and will likely become the major 

health threat worldwide within years (Mariela Borda 2007; 

Tanumihardjo, Anderson et al. 2007). This is a major chal-

lenge to healthcare at all levels and confronts us with many 

dilemmas, from “should we force people to diet?” (Giordano 

2008) or “should lifestyle behaviour be included in health 

insurances?” (Musgrave 1989; Carter 2009) to if or how to 

support people in change behaviour at the micro-level 

(Blank 2002; Blue 2009, August 21)?

Medicalization

Medicalization as a concept is broad and multilayered, 

which is related to the expectations of the role of medicine. 

Medicine is appealed to solve medical problems and to care, 

but also to make us happy or to make us better than we 

are now. The process of medicalization is the logical conse-

quence of the evolutions in society. Medicine has become a 

forum for all kinds of attempts to improve our life conditions. 

This raises the question of what is “normal”? Certain abnor-

malities, i.e. deviating from the norm are today considered 

to be symptoms of diseases. Even human characteristics 

are becoming diseases or disorders. For example, shyness 

and anxiety have been reformulated as disorders in some 

psychiatry reference books such as the DSM-V (Lane 2007).

A participant told the story of a psychiatrist working with 

couples for relationship therapy. When he asked patients, 

“Have you been discussing these things together when 

you go for a walk by the river or spend time together on 

Sundays?” he increasingly received a surprising answer. 

“That’s why we are here; you have to help us to deal with 

these things.” Today, even normal marital arguments seem 

to have transcended the bounds of normality and demand 

some professional help. Is this an evolution in society forc-

ing us to be patients in some way?

Another example is growth hormone-therapy for short 

children (case 3). The expected benefits of this therapy are, 

at the cost of daily injections, a “normalization” of adult size, 

with an average of less than 2 centimetres gained. The aver-

age cost is €17,000 per centimetre gained. The perception 

of short stature as a medical or a social condition depends 

on the parent’s perception of the role of public intervention 

in attaining happiness and achieving personal develop-

ment. The quality of life improvement with this treatment 

is related to impacts on social behaviour, relief of anxiety 

and stereotypes in relation to size. There are also perceived 

financial benefits deriving from better education and pro-

fessional life. 

There is also a risk that much of the resources would be 

spent on measures aiming at enhancing the well-being of 

the less sick, which would lead to problems of consumer-

ism, moral hazard and the fair distribution of resources. 

One example is the reimbursement of psychotherapy for 

non-essential existential problems, which could lead to a 

decrease in the resources available for patients with more 

severe psychiatric conditions. 

In addition, intermingling the medical and the social defi-

nition of disease is leading to increasing problems. The 

wider the definition of the concept of health, the greater 

the chance that it will become problematic. In other words, 

if well-being becomes a synonym for health, we might face 

very unhealthy lives in the future. 

Moreover, it was underlined that the “medicalization at-

titude” reinforces the classical paradigm of the economic 

growth, production and consumption attitude, and ignores 

the causes of the socio-economic gradient (“cause of the 

causes”). It ignores opportunity costs and self-sustains the 

evolution of the limits of normalcy. But most of all, it shirks 

the debate about individual responsibility, freedom of 

choice and determinism, giving some kind of licence to eat 

unhealthily, to smoke, or to stay inactive. As a participant 

said, “If high cholesterol is a disease why bother to [lower it] 

with diet or sports? It can be treated by medication.” 
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Finally, it must be remembered that health also has tremen-

dous social determinants, which should not be diverted 

into medical problems. According to other participant: “We 

cannot solve all the existing problems through the health-

care system. We must try to find a place for the socio-eco-

nomic gradient and the reason why we are not equal in the 

world, since this has consequences in terms of health and 

well-being.”

Alongside with the plea for a more clear-cut delineation of 

health and well-being in terms of reimbursement, and to-

gether with the idea that we should avoid medicalizing our 

daily lives, we should indeed not ignore that health encom-

passes a dimension of care. 

What are the real needs of people? How can we be sure that 

what they really ask for is a way of medicalizing their lives? 

What we see in direct democracies like Switzerland is that 

people vote for complementary and alternative medicines 

and psychotherapies, whether or not they are considered 

by experts as evidence-based. 

This can be explained in a variety of ways, but we cannot 

exclude that it is a sign that people ask for doctors who can 

spend more time listening to them, touching them, and 

speaking to them as equals, with words that they can un-

derstand. “As stated by several participants: a general prac-

titioner has no more than seven minutes for each patient 

or as long as we do not practice a talking form of medicine 

within what is called “official medicine”, then people will 

take their needs to other practitioners, homeopathy and 

alternative medicines. As long as we refuse to discuss this 

matter, we will not find a way to remove alternative medi-

cines from the public healthcare system. Medicine does not 

want to fail to meet these human needs and that is the is-

sue that lies behind this question.” In other words, people 

want care and human relationships in place of cure and 

technology. 

“Care is close attention or concern for another.” This state-

ment implies giving attention to people’s individual prob-

lems, demonstrating empathy, supporting them in living as 

autonomously and independently as possible and helping 

them maintain a sense to their lives. This does not neces-

sarily cost money, nor drugs, but it costs time, which is the 

rarest commodity in the healthcare sector.

Financial issues 

The ethical reflection on justice and solidarity in healthcare 

profited largely from shifting from the concept of the “sanc-

tity of life” as an inherent character of every human being to 

promoting more “quality of life”. This shift implies taking up 

responsibilities to enhance the conditions of society, the en-

vironment and healthcare systems today and in the future. 

This is about the value of human life. How much is it worth? 

How can we imagine quantifying it? Putting monetary val-

ues on health gains may seem shocking at first, but given 

that resources are limited and healthcare expenditures are 

continually rising, this exercise is becoming unavoidable. 

The question then becomes, “How can we do this in the 

most ethical and equitable way?” 

One of the most commonly used ways of quantifying health 

gains is the method of QALY. In the United Kingdom, the 

NICE (National Institute for Health and Clinical Excellence) 

has put a threshold of £30,000 for each QALY gained. Above 

this threshold, there is need for increasingly stronger argu-

ments supporting the technology or treatment to convince 

the Committee advising the National Health Service. But 

this utilitarian approach is subject to much criticism from a 

societal point of view. 

QALY is a measure for health outcomes that includes both 

the quality and quantity of life a patient is expected to have. 

Quality-adjusted life-years are calculated by estimating the 

total life years gained from a treatment and weighing each 

time period within these life years gained with a quality-of-

life score between 0 (dead) to 1 (perfect health) that reflects 
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the health-related quality of life in that period (KCE Report 

No. 100, 2009).

One criticism is that quality of life is a highly subjective pa-

rameter that is difficult to translate into objective figures. 

How can anybody assess the quality of someone’s life? This 

assimilates the autonomy of opinion of each individual pa-

tient to some kind of mean value of the quality of life for a 

given sample of the population. Moreover, the perceived 

influence of a health intervention on the quality of life de-

pends on the former state of health of the individual. For a 

given state of health, an intervention will be perceived as 

enhancing the quality of life for a person with a previously 

bad quality of life, whereas it will not be considered very 

efficient by a person previously in perfect health. 

Another problem with this type of utilitarian approach is 

that there is a danger that vulnerable patients, such as the 

older patients and patients in a terminal phase of their dis-

ease, would not be adequately accounted for. 

The various health-technology assessment (HTA) bodies 

in Europe, including NICE, have different approaches in 

assessing the price worth paying for health interventions. 

The Haute Autorité de Santé in France first looks at the ben-

efit brought by the drug or treatment through the medi-

cal need, and then considers the added value in compari-

son to what exists through the therapeutic need. During 

the workshop, the financial burdens were questioned 

under five situations: end-of-life, a good perspective, rare 

diseases (orphan drugs), the rule of rescue and medical 

overconsumption.

End-of-life drugs

The specific question of end-of-life drugs was set out by a 

case study outlined in case 1 concerning Zytiga, a novel an-

ticancer drug aimed at resistant metastatic prostate cancer. 

The cost is more than €3,000 per month, with an average life 

enhancement of four months with an acceptable quality of 

life if the drug is given on top of the existing treatments. 

Expenditures on cancer drugs are rising globally and are 

expected to increase. Cancer rates are growing and the 

technological trend in drug development is increasing. In 

addition, so-called personalized medicine drugs are being 

tailored to treat individual tumours. Some of these new 

drugs may improve the survival and quality of life for some 

patients, but this is not always the case. 

This is a complex issue. Is it ethically defensible not to reim-

burse a drug that offers life extension, even if it is only for 

a few months? Is it ethically defensible to offer reimburse-

ment for such high-cost drugs if the money could other-

wise be used to benefit a broader section of society, taking 

into consideration the issue of opportunity costs? How is it 

possible to estimate which gain in survival or quality of life 

is worth paying such a high price? 

In the case of NICE, there is a specific end-of-life criterion 

that other HTA-bodies do not use. To compensate for the 

rather stringent threshold of £30,000 per QALY, there is an 

allowance to exceed this amount if three criteria are ful-

filled. It must be indicated for patients with low life expec-

tancy; it must offer at least three month’s life extension; and 

it must be licensed or indicated for a small population (the 

smaller the population, the less expenditure). In the case 

of Zytiga, these criteria were fulfilled and the drug was ac-

cepted, on condition that the producer offers a discount. 

The question of end-of-life arises differently at the micro 

level. What decisions should be made concerning of a 

woman in her 50s with terminal-stage metastatic ovarian 

cancer who wants to “take her chances” and try one more 

aggressive treatment? Or if her husband is adamant about 
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continuing chemotherapy treatment even if the oncologist 

says palliative care is the best option at this point? What 

should prevail in the discussion – the current desire of the 

patient, her “best” desire or some kind of ideal desire? What 

is more important, patient autonomy, patient happiness 

(welfare) or public interest? 

End-of-life care is an important issue. About 13% to 15% of 

healthcare expenditure takes place in the last six months of 

a person’s life. But discussions about end-of-life care must 

take place in a reflective and ethical context rather than 

in an economically- or crisis-driven context. Some partici-

pants suggest developing guidelines to support physicians 

in their negotiations with patients and their families about 

the futility of some treatments in desperate cases. But par-

ticipants agreed that an uncontested or reasonably robust 

definition of futility does not exist. This implies that we are 

able to transcend uncertainty, complexity and statistics; 

that we can decide that one life is not worth expending the 

effort on, and that hope is not a value worth serving. 

“The challenge would be to elaborate some robust process 

that could bring the right people to the table to talk about 

the right values. But this will be at the price of overcoming 

numerous taboos (case 10).” The Dying Matters coalition 

in the United Kingdom is an initiative that aims to change 

public knowledge, attitudes and behaviours towards death 

and dying. 

A good perspective 

One side issue when discussing end-of-life treatments is 

the “give me a chance rule”. This rule holds that even if a 

given drug has a low probability of giving good results, 

patients and prescribers will argue that these are average 

figures and that each individual should be given the chance 

of trying it. Even with a chance of success of about 10%, 

patients will dream that they will be included in this 10%.

In addition to the treatment of metastatic prostate can-

cer, another good example of this is the treatment of 

Alzheimer’s disease, discussed in chapter three. The avail-

able medications are known to have a very limited effi-

ciency. The HAS in France assessed their medical utility as 

“weak”. However, they are still reimbursed in all European 

countries. The French social security service maintained a 

100% reimbursement on the principle of national solidarity 

because no alternative treatment exists and because one 

cannot predict in which few patients the treatment will 

give favourable results. 

In this example, the reimbursement is questionable in view 

of the high impact it will have on the healthcare budget. 

This is because of the growing volume of prescriptions 

that can be expected and the opportunity costs of such a 

choice. Opportunity costs involve reassessing the budget 

allocated to medications towards more social/psychologi-

cal interventions proven to improve the quality of life of pa-

tients – a solution clearly preferred by healthcare workers 

in nursing homes.

But estimating value of life does not only occur in such ex-

treme situations; it can also be questioned in any day-to-

day situation, any preference related to health, but also to 

well-being. Is not having a good perspective a very strong 

component of what makes life valuable? 

A particular case of this perspective is the avoidance of 

potential regrets. This is even stronger when parents are in 

position to make choices on behalf of their children. Several 

examples have been cited during the discussions, such as 
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the decision to start orthodontic treatments, to place hear-

ing implants in deaf children, or the decision to give daily 

injections of growth hormone to non-deficient children 

with short stature. 

If parents think that a given treatment will determine the 

future of their child, according to social stereotypes they 

will consider it is their responsibility to give their daughter 

or son the best chance of to live a “successful life”. By doing 

this, they reinforce the social stereotypes and the trend of 

medicalization of societal issues. Being short is not a dis-

ease; it is a condition. The fact that it might be a hindrance 

to a blossoming social life lies within society; there is no 

medical evidence underlying it. In this particular situation, 

having a good perspective has been calculated through the 

QALY method. The cost is €17,000 per centimetre gained, 

with a mean expected gain of two centimetres. Who can 

decide if this price is worth it? 

Rare diseases (orphan drugs)

The European Regulation on “orphan medicinal products” 

states, “[Patients] suffering from rare conditions should 

be entitled to the same quality of treatment as other pa-

tients…” Nearly everybody will agree with this general 

statement. However, there is certainly less unanimity when 

discussing reimbursement of individual orphan drugs re-

garding who is going to pay and how much. These deci-

sions are the responsibility of each country. 

Orphan drugs are very expensive, sometimes running up to 

several hundred thousands euro per patient per year. One 

reason is the logic that manufacturers are forced to ask high 

prices to recoup the cost of their investment in developing 

these drugs, which will only be used for a relative small num-

ber of patients. However, transparency about the price asked 

by the companies is lacking. It is nearly always impossible for 

the patients or their relatives to pay these high prices. For ac-

cess, the society at large (public or private insurance and chari-

ties) must pay. 

In 2011, the estimated expenditure for orphan drugs in 

Belgian hospitals was approximately €160 million, which 

is 12% of the total drug expenditure in hospitals. This is 

an important sum if one considers that the number of pa-

tients treated is small, at the most a few thousand. Due to 

the fact that the number of patients treated is limited, in 

absolute figures the total budget for orphan drugs is at this 

moment still rather low. However, the number of orphan 

drugs is increasing from year to year. For example, there 

were 25 orphan drugs in existence in 2007, compared to 58 

in 2012. It is likely that more and more orphan drugs will be 

developed and become available in the future, especially 

in the context of personalized medicine. Some fear this will 

lead to disequilibrium in healthcare budgets. Others have 

the optimistic view that the increase in orphan drugs in 

the coming 10 years will not threaten the global budgetary 

situation. 

The discussion of the sustainability of access to drugs for 

rare diseases raises questions about solidarity. How much 

is the Belgian citizen willing to pay to treat small, identifi-

able patient groups? These discussions should be based on 

distributive justice, i.e. the fair, just or equitable distribution 

of benefits and burdens. There is the utilitarian vision of dis-

tributive justice, which entails bringing the greatest good 

to the greatest number of people. Another vision centres 

on the rights based approach. Applying utilitarian vision 

entails deciding to set the maximum reimbursement of all 

interventions at a certain level. In many countries, an upper 

limit is applied implicitly. In the UK, a limit of £30,000 per 

QALY is explicitly set.  

In addition, there is the rights-based approach of distribu-

tive justice. (Distributive justice concerns the nature of a so-

cially just allocation of goods in a society.) When applied to 

priority setting in healthcare interventions, possible rights 

include age, severity of the condition and the benefit ex-

pected. A right often evoked in the context of orphan drugs 

is rarity. Does the fact that a condition is rare warrant reim-

bursement at a higher price than that paid for a frequent 
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disease? This issue has been widely debated, but the deci-

sion should be made by society. 

In considering distributive justice, a Hastings Center report 5 

concerning the rule of rescue in resource allocation for rare 

diseases is relevant. This refers to the issue that there is a 

much higher willingness to pay for a person with a rare dis-

ease than there is for the anonymous mass of patients suf-

fering from a frequent disease. 

NICE in the United Kingdom convened a panel of citizens, 

not patients, to learn how much society is willing to pay 

more for the costly ultra-orphan drugs. Can the price per 

QALY exceed the usual upper limit? The majority of the 

panel decided that under certain conditions the National 

Health Service should consider paying premium prices for 

drugs to treat patients with rare diseases.

In all countries, a mixture of both the utilitarian vision and 

the rights-based vision is applied to reimbursement deci-

sions. Usually the price of orphan drugs often exceeds the 

limit set implicitly or explicitly for other drugs. However, it 

is difficult to determine how society, for example a citizen 

panel or decision-makers, will react if a drug becomes avail-

able that costs €5 million per year instead of €500,000, or 

if the number of treatable rare diseases increases sharply, 

thereby increasing the total budget load for orphan drugs. 

Clearly, the debate about reimbursement of orphan drugs 

is not settled. 

Workshop participants concluded the following: The media 

has become an unavoidable lobby instrument. There is an 

urgent need for a new and more stringent definition of or-

phan drugs and for better outcome studies. 

Rule of rescue

The example of the debate in the Netherlands concern-

ing Myozyme is directly related to what Ronald Dworkin 

has called the “rule of rescue”, defined as “the imperative to 

attempt to save lives however unlikely the chances of suc-

cess” (Dworkin 2000). “I call this… the rule of rescue. Our 

moral response to the imminence of death demands that 

we rescue the doomed. We throw a rope to the drown-

ing, rush into burning buildings to snatch the entrapped, 

dispatch teams to search for the snowbound. This rescue 

morality spills over into medical care, where our ropes are 

artificial hearts; our rush is the mobile critical care unit; our 

teams the transplant services.” 6

Dealing with facts or figures – how relevant they may be 

– never leads to such levels of emotion as when we are con-

fronted with the suffering of an individual. For healthcare 

providers, it is very difficult to face patients who come for 

audits and hearings when a reimbursement is at stake. This 

is quite different from working on basis of the value of a life 

in statistical terms such as QALY.

However, in the healthcare setting the desire to save lives 

at any cost must be reconciled with the reality of scarce re-

sources. There is an unquestionable tension between doing 

the most good possible with scarce healthcare resources 

(utilitarianism) and the desire to assist individuals regard-

less of the cost. Some authors consider three constituent 

parts of the rule of rescue: identifiable individuals, endan-

gered lives and opportunity costs. 

“The aim should be to find a way to respect the strong mor-

al impulse captured by the rule of rescue while taming it 

so as to achieve a sustainable coverage policy for orphan 

drugs and other therapies for small numbers of patients.” 7

5	 Largent, E. A. and Pearson, S. D. (2012), “Which Orphans Will Find a Home? The Rule of Rescue in Resource Allocation for Rare Diseases”. Hastings Center 
Report, 42: 27–34. doi: 10.1002/hast.12

6	 Jonsen, A., “Bentham in a Box: Technology Assessment and Healthcare Allocation”. Law, Medicine and Healthcare, 14, nos3-4 (1986): 172-74.

7	 Largent, E. A. and Pearson, S. D., (2012).

http://www.nuffieldbioethics.org/sites/default/files/NCOB_Solidarity_report_FINAL.pdf
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These arrangements vary across countries. In the United 

Kingdom, NICE asked the Citizen’s Council in 2006 to con-

sider the rule of rescue. This Council is composed of lay 

people who advise on social value judgments. Despite the 

Council’s favourable opinion, the NICE board refused to 

incorporate the rule of rescue into its decision-making on 

grounds of perceived unfairness. The board reasoned that it 

was responsible not just to the patient who is at immediate 

risk of dying, but also to the whole community of patients. 

In Australia there is a very explicit recognition of the rule of 

rescue in the law, but with some conditions: if it is a severe 

disease, if there is no other treatment, and if it concerns a 

small number of patients. 

In Germany, any treatment goes as long as there is a non-

remote chance of effectiveness. This is the result of a very 

bizarre judgment by the constitutional court in favour of a 

patient who wanted a spurious therapy for Duchenne’s dis-

ease. The court ruled that if there was a non-remote chance 

of improvement, the treatment must be provided. 

Workshop participants pointed out that these arrange-

ments were not always transparent. One clear rule for eve-

ryone would be helpful in setting milestones around the 

expression of solidarity. 

Medical overconsumption 

Overuse of healthcare is part of the problem. What are we 

dealing with in today’s society? Instead of resisting medi-

cine or medicalization, most people do everything they 

can to participate in it. In doing so, we are not passive sub-

jects, but active and “empowered” patients who are fond 

of consuming drugs, go to doctors and plastic surgeons 

with genuine esthetic motives, and take massive amounts 

of anti-depressants or fat-burners (Metzl and Herzig 2007). 

As a consequence, medical overconsumption is one of the 

major challenges to future healthcare. 

An example of this over consumption is the use of radiol-

ogy for patients – or their doctors – who want to be reas-

sured. Therein lies a paradox: we are using a diagnostic 

technology developed for somatic diseases to confirm 

health, which is different from disease, and to treat men-

tal conditions such as anxiety. From the referring physi-

cian’s perspective, these diagnostic technologies are being 

used to fight uncertainty, which is inherent to the medical 

profession. Another factor is the fear of litigation, which is 

a growing problem with the increasing judicialization of 

healthcare. We are entitled to ask whether it is fair to make 

use of costly advanced imaging technology on collective 

costs for such purposes. 

Today, many factors such as healthcare markets, consum-

ers, biotechnology and pharmaceuticals, are now taking 

centre stage in medical consumption. In many ways, bio-

medicine is changed through technological developments 

and commercialization (Conrad 2005; Conrad 2007; Conrad, 

Mackie et al. 2010). Similarly, (Clarke and Shim) have devel-

oped innovative understandings of what they term “bio-

medicalization” that consider the complex interrelatedness 

of techno-science, modes of knowledge production and 

management, techniques of governance, and embodied 

identities (Clarke and Shim 2010).

Therefore, it is not simply “the system” or “the state” or 

“big pharma” that determines whether we over-consume 

healthcare. Perhaps it is human behaviour that instigates 

the process of medical overconsumption. Today, many 

governments are not only focused on how to get people 

into healthcare, but increasingly on how decrease medical 

consumption. Because too much medicine is consumed 

in many Western societies, in particular antibiotics, the 

issue is how to prevent overconsumption (Devisch and 

Hoyweghen 2011). 
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SIX
Lessons learned

This chapter draws some lessons learned from the workshop discussions. 
These are not intended to be exhaustive and they are focused on potential routes 
for improvement, primarily regarding the various aspects of decision-making in a 
national health insurance system.
When considering justice and solidarity in healthcare, we typically set out from the 
healthcare system as we know it. This system, which for the participants is a Western 
European system, provides a reference point in many of the discussions. 
The system is the result of contextual factors that either implicitly or explicitly deter-
mine the way it works. The previous chapters have extensively covered these factors 
and the ongoing changes that have an influence on the healthcare system. 
The first section of chapter VI is based on a mind-mapping exercise that took place 
during the workshop. This mind-map resulted in a framework, which has been used 
to structure this chapter as follows:
•	 Developing a conceptual framework
•	 Values and objectives
•	 Criteria
•	 Structures and processes
•	 Stakeholders
•	 Enablers and inhibitors
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Lessons learned

Developing a conceptual framework

The illustration above was one of the key comprehensive 

visual outputs from the workshop. It was built as a mind-

map in stages during the discussions and led to an end re-

sult which provides a conceptual framework:

>> The discussion began by structuring the issues and con-

cepts that arose from the cases and keynotes. The dis-

tinction between substance, e.g. the criteria used, and 

process, e.g. the way decisions are taken, was a central 

element in this initial structuring process.

>> Panel discussions one each issue of tension led to a fur-

ther and gradual development of the mind-map, result-

ing in a complex drawing of the essential characteristics 

and determinants of healthcare system in which issues 

could be positioned.

>> During the final discussion, this drawing was used as a 

basis. Some elements were added during the discussion, 

but participants were also asked to add issues they saw 

as important using “post-its” to position them inside the 

framework. This made it possible to test whether all the 

issues identified fit into the proposed framework. 

The result was a high level of consensus within the group 

on the validity of the basic framework. In this framework, 

the core part of the system, the actual decision-making 

component of the reimbursement system, is influenced by 

a layer of governance and by stakeholders, embedded in a 

larger healthcare system referred to as “contextual factors”.

The working group in charge of this report tried to simplify 

the visual representation, concentrating on the “core” of the 

system – the decision-making system for reimbursement 

decisions, as shown in the figure below.



p. 130	 J u s t i c e & s o l i d a r i t y i n p r i o r i t y s e t t i n g  i n h e a lt h c a r e

Conceptual framework for healthcare reimbursement decision making

Values and objectives are positioned at the top. In the 

original drawing, values were depicted in a rather implicit 

way. In this new visualization, values represent the link 

between the reimbursement decision-making system and 

the higher levels: the healthcare system, public health and 

society. They are also influenced by various determinants, 

which may include our own culture and worldview, our 

history (for the values) or the political context (for the 

objectives).

The next two main components are:

>> The structures and processes. How are decisions made? 

Who is involved? Who makes the decisions? What are the 

steps? What are the conditions for these procedures?

>> The substance. What criteria are used in making 

decisions? 

Both dimensions are at the core of the overall conceptual 

framework that is being proposed. They were also posi-

tioned centrally in the original figure since they were con-

sidered to represent the substance of the system. The crite-

ria are now positioned on the right, just below the values 

and objectives that should directly influence them.

The structures and processes are positioned to the left of 

the criteria and correspond to the procedural pathway. 

Obviously, the way in which the structures and processes are 

set out will also depend on our societal values and objectives. 

Stakeholders are defined as those who have an interest in 

the system and play a part or should play a part in making 

decisions. This role can be interpreted in different ways and 

at different levels, for example at the level of values, their 

translation into criteria or the definition of and/or participa-

tion in the structures and processes.

Values–Objectives

Structures 
Processes

Enablers
inhibitors

stakeholders criteria
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We have grouped under the heading “enablers and inhib-

itors” all the determinants that directly influence decision-

making. Most of these determinants can have a positive 

(enablers) and/or negative (inhibitors) effect on the system. 

An example is the media, forming part of the enablers 

and inhibitors, but not presented as stakeholders. The role 

of the media in the system is not the same as that of the 

actual stakeholders. However, the media does play a role 

inside the system, which can be considered as either ena-

bling (e.g. by requesting and stimulating transparency) or 

inhibiting (e.g. by disrupting the process through biased 

information).

The distinction between the macro, meso and micro levels 

is implicitly present in the visualization. Structures and pro-

cesses will obviously be different at micro and macro lev-

els. However, during the discussions it was argued that the 

underlying principles can and probably should ultimately 

be the same. As for the criteria, there was a high level of 

consensus that these should actually be the same at the 

different levels even if criteria may be weighted slightly 

differently. 

The stakeholders can also play different roles at different 

levels, but should probably play a part at all three levels. 

Values and objectives

Values and objectives are different concepts, but they are 

placed side-by-side in the drawing. Values have an ethical 

claim upon us as human beings. They influence the way we 

behave and the way we make decisions. Placing objectives 

and values together in the drawing is also a way of under-

lining their interconnection. 

The values, and the hierarchical order in which they are 

placed, will help us to choose adequate actions to realize 

them. The process of translation into objectives is one way 

of making this more concrete. Values do come from society, 

and the importance and influence of societal values on the 

healthcare system is not straightforward. 

>> Values correspond to answering the question “why?”

>> Objectives correspond to answering the question 

“Where do we go?”. They are partially based on societal 

values and represent a first operational translation. 

The objectives of a healthcare system and of a reimburse-

ment policy were defined in a KCE report1 from 2010 based 

on a comparative analysis of drug reimbursement systems 

in five EU countries. They defined three objectives: system 

sustainability, equity and quality of care. Because these 

three objectives are interdependent, the authors of the re-

port presented the objectives as a triangle to illustrate the 

need to find a balance between the three objectives. 

These objectives were not challenged or questioned dur-

ing the workshop. 

Equity

sustain
ab

il
it

y

Quality

1	 https://kce.fgov.be/sites/default/files/page_documents/KCE_147C_Drug_reimbursement_systems_4.pdf

https://kce.fgov.be/sites/default/files/page_documents/KCE_147C_Drug_reimbursement_systems_4.pdf
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The discussions made it clear, however, that there is a sig-

nificant gap between values (and the value system) and 

objectives:

>> It has not been made explicit how and which values form 

the basis for defining decision-making criteria. 

>> There is not necessarily a consensus on the value system, 

i.e. which values are part of it and how they are ordered 

(hierarchy). 

This gap between values, objectives and criteria was iden-

tified in the workshop, but it was found that it could not 

be bridged in the workshop context due to the need for a 

societal debate. 

Nevertheless, this gap is important, not for intellectual reasons 

or to ensure that the system is designed in an appropriate way, 

but mainly because society has been and is still changing. 

Therefore, we should be clear about our values and the extent 

to which we agree or disagree on them. Due to the nature of 

these societal changes and developments, they do justify a 

societal debate around values and their translation into opera-

tional terms within the decision-making system.

The way in which our decision-making system is influenced 

by societal values, as was explained during the workshop, 

is highly dependent on our worldview in Western Societies. 

The “modern world” view is dominant in our society, espe-

cially when we are considering medicine. One participant 

described it as follows:

“We are actually determined by modernity and by our belief 

in enlightenment. By the belief in progress. By knowledge 

and increasing knowledge. By improving technology, we 

are capable of doing things. We can change things. Certain 

diseases that have not yet been cured are simply not cur-

able at the moment. In the end, we will be able to find cures 

for them. This is our belief in the progress of knowledge and 

the progress of mankind. This very much determines the 

way in which we think or feel or decide within our health-

care systems.”

This worldview is being challenged today by various trends 

and evolutions taking place in our society. Budgetary con-

straints represent one such challenge, but others include 

the limits of the technology push and of the innovation-

based model as we have been experiencing it in the last 60 

years. (cf. Vollmann, pages 77).

The right to high-quality healthcare for all is also now be-

ing challenged. Recent data from the Research Centre of 

the Flemish Government2 showed that this value no longer 

seems to be shared by the whole population. One-in-five 

respondents from a representative sample of the Flemish 

population considered that reimbursement of healthcare 

costs could be made dependent on the behaviour of the 

person affected. 

This point of view potentially undermines the basis of soli-

darity, as contributors will be less inclined to contribute 

to a system that they do not perceive as fair. Based on this 

study, reimbursing the costs of people who are considered 

to have contributed to their own health problems is one 

example of what is not considered fair by one-fifth of the 

population. 

One practical way forward to structure the societal discus-

sion to define the values would be to take into account:

>> Societal values relevant to the healthcare system and 

resource allocation decisions (autonomy, individual free-

dom, equality, equity etc.);

>> The importance of those values (weighting and 

hierarchy);

2	 Edwin Pelfrene, SVR 2013: http://www4.vlaanderen.be/dar/svr/afbeeldingennieuwtjes/gezondheid/bijlagen/2013-03-11-webartikel2013-2-gezond-
heidszorg.pdf

http://www4.vlaanderen.be/dar/svr/afbeeldingennieuwtjes/gezondheid/bijlagen/2013-03-11-webartikel2013-2-gezondheidszorg.pdf
http://www4.vlaanderen.be/dar/svr/afbeeldingennieuwtjes/gezondheid/bijlagen/2013-03-11-webartikel2013-2-gezondheidszorg.pdf
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>> The content and implication of key ethical concepts re-

lated to resource allocation (e.g. solidarity, justice and the 

proper role of responsibility, see chapter 5 above); 

>> The content and implication of ethical theories in rela-

tion to resource allocation, such as: 

-	 Egalitarianism: looking at the way in which the sys-

tem is equally accessible to all. Does it help to guar-

antee fair equality of opportunity by protecting and 

promoting people’s ability to function?

-	 Consequentialism: focusing on the actual conse-

quences of decisions and actions, possibly followed by 

correction of earlier choices.

-	 A capabilities approach: looking at the way in which 

decisions and actions contribute towards people’s 

broader capabilities in terms of leading a good life (i.e., 

a holistic approach, looking beyond a merely func-

tionalist interpretation of the goals of medicine and 

healthcare by taking people’s broader quality of life 

into account).

In trying to provide an answer to these issues, we have to 

be able to answer the question: “Why?”.

Once the answer has been better defined, it can serve as 

a basis to answer the questions on the way forward and, 

“Where should we go?” This is a political question and pro-

cess that leads to defining the objectives to be pursued by 

the system.

Based on the discussions during the workshop and the the-

oretical background set out in chapter 5, we can relate the 

three objectives of accessibility, quality and sustainability 

provided by the KCE report to the following arguments:

>> Equity: is strongly related to the values of solidarity and 

justice, namely the willingness of people to publicly or-

ganize a healthcare system that protects and promotes 

fair equality of opportunity for all by providing accessible 

healthcare, based on the common interest shared by all 

people in the group.

>> Quality: in meeting the basic healthcare needs of peo-

ple. It is a moral obligation of every just society to guar-

antee equal access to decent-quality care. As such, just 

healthcare is not about the endless provision of resourc-

es and services to increase personal happiness. Its moral 

importance is derived from the way it protects people’s 

functioning and opportunity in a qualitative way. 

>> Sustainability: Qualifications must be introduced to 

avoid unreasonable demands on social resources to im-

plement the right to healthcare. As discussed in chapter 

5, we must take into account both the internal and ex-

ternal dynamics of scarcity into account. Consequently, 

as a society, we have to decide how much of the coun-

try’s Gross National Product  will be spent on healthcare. 

This should be followed by a discussion on what kinds 

and types of healthcare should be included in this public 

package. This debate needs to take place in a transpar-

ent and democratic way. (See also the sections in this 

chapter, “Criteria” and “Structures and processes”, which 

address the question, “How?”).
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Criteria

Values (why?) and objectives (where to go?) are further 

translated into criteria to be used when making decisions. 

Criteria are the response to the question “how?” which 

comes after both “why” and “where to go”. In the box below, 

the right column sets out the criteria for healthcare reim-

bursement decisions, as they appeared during the work-

shop. In the left column we have listed the criteria as they 

are defined today in the Belgian decision-making system 

for reimbursement of health interventions.

The criteria in the right column are arranged in sequence to 

take into account their potential weight depending on the 

“level” (micro, meso or macro) at which decisions are made. 

The top of the list is more relevant to macro-level decisions, 

while criteria further down the list are more relevant at the 

micro level. This is open to debate and interpretation, and 

there was a consensus among workshop participants that 

criteria should be quite similar for decisions taken at differ-

ent levels.

It is also clear that the macro level, for example, a commit-

tee that advises on reimbursement and the conditions in 

which a treatment is to be reimbursed, needs to strike a 

balance between the following: a set of rather vague re-

imbursement conditions where prescribing physicians are 

allowed to decide when and how the treatment is appro-

priate, and setting rather strict conditions, often leaving 

limited room for the judgement of prescribers themselves. 

The difference between the two columns expresses a gap 

between an ideal situation and the current situation. 

Not all criteria were discussed in detail during the work-

shop, and we will further develop in this section two spe-

cific criteria mentioned in the right column which were dis-

cussed in greater depth: medical needs and effectiveness 

and cost effectiveness. 

3	 Resources should be deployed so as to achieve the most equal distribution of healthy years across a population (Alan Williams 1997).

Criteria today in Belgium
  

-	 Budget impact
-	 Efficacy
-	 Effectiveness
-	 Social and therapeutic need
-	 Cost-effectiveness

Criteria from workshop 
and discussions 

 
-	 Social need
-	 Medical need
-	 Fair innings 3

-	 Budget impact
-	 Efficacy
-	 Effectiveness
-	 Cost-effectiveness
-	 Therapeutic need
-	 Organizational impact
-	 Individual responsibility
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Medical needs

As mentioned in chapter 5, concerning the issue technol-

ogy push, the research agenda is very much dominated by 

the market and therefore by the potential for profit. There 

is little guarantee that this market-based approach will lead 

to the most important medical needs being met.

The discussions in the workshop clearly advocated a change 

of paradigm in this respect, with a need to identify and 

prioritise unmet medical needs and develop mechanisms 

to channel research resources towards the most pressing 

needs. It should be noted that there is a distinction be-

tween medical need and therapeutic need. Medical need 

refers to the severity of a patient’s health condition and the 

degree of suffering or risk of dying. Therapeutic need refers 

to the current availability of treatment options for a patient. 

When there are no therapeutic options for an existing 

medical need, this is often referred to as an “unmet medi-

cal need”. 

Effectiveness and cost-effectiveness

During the workshop, considerable dissatisfaction was ex-

pressed with the lack of evidence on effectiveness and the 

need for more and better discussions on comparative effec-

tiveness research. Decisions are often made on the basis of 

efficacy because data on effectiveness is not yet available. 

Perhaps sufficient incentives do not yet exist for industry to 

design studies to collect objective information on effective-

ness once they have obtained marketing authorization. 

Yet, reimbursement decisions should be based on data on 

effectiveness, so better estimates of potential or observed 

effectiveness are needed. 

The following descriptions of the “three steps of evidence” 

are typically referred to in the European setting: 

Efficacy: the performance of a  drug in strictly con-

trolled situations such as the randomized clinical 

trial, with stringent inclusion and exclusion criteria.

Effectiveness: the performance of a drug in eve-

ryday practice, where patients take other drugs, 

are not always compliant and suffer from several 

diseases.

Efficiency or cost-effectiveness: what does it cost 

in relation to its effectiveness?

Part of the solution would be a more systematic use of regis-

tries and observational studies after a product has received 

marketing approval. Results would be made accessible to 

stakeholders. However, good registries are expensive. 

The traditional approach of pushing the cost of such stud-

ies towards the industry has potentially adverse effects 

on the reliability of the data. The solution probably lies in 

“smart approaches” and in greater cooperation at the EU 

level, with public-private partnerships to reduce the cost of 

such approaches to build evidence along the way. 

The above discussion also shows that the availability of an 

adequate health information system would make it possi-

ble to obtain much more information on effectiveness and 

cost-effectiveness. 

Efficacy, effectiveness and efficiency  
or cost effectiveness
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Lessons learned –  
refocusing on the demand side

Some lessons can be learned from the various discussions 

on the need to shift the focus of the healthcare system as 

a whole, as well as the system of decision-making on reim-

bursement, from a supply-side to a demand-side orientation.

Our decision-making system for the reimbursement of drugs 

should contribute towards the process of matching the sup-

ply of therapies with the need. The decision-making system 

should also select for reimbursement those therapies, prod-

ucts and services that correspond to real needs.

Different cases and discussions in the workshop showed that 

the healthcare sector is characterized by failures in the way the 

market mechanisms operate. Discussions also revealed that 

supply and demand are not as well matched as they could be.

The decision-making system itself is very much dominated 

by the supply side, mainly because of the de facto monopoly 

of initiative that exists on the supply side. For example, the 

industry takes the initiative to request the reimbursement of 

a new drug. Theoretically there is an opening for any stake-

holder to take an initiative and ask for reimbursement, but 

in practice it will be the pharmaceutical or medical device 

company that takes the lead. If the company’s policy is to 

concentrate its marketing on specific countries, it will do so.

This supply-side orientation is an illustration of the influ-

ence of the “modern world view”, i.e. our belief that pro-

gress will solve all problems, as explained above.

Our decision-making system is also based on the belief in a 

functioning market. For example, when a new drug obtains 

marketing authorization (a decision often taken at the level 

of the EU), it means that in many cases the new drug will be 

offered in competition with other drugs that are already on 

the market. 

Whether or not this new drug is better than existing drugs 

is not a criterion for decision-making at the EU level, be-

cause comparative effectiveness data, and certainly com-

parative cost-effectiveness data, are not required for mar-

ket authorisation. 

Apparently it is believed that the market will function prop-

erly and if the drug is indeed better, it will take over market 

share from the drugs already on the market. If not, it will 

never gain a significant market share. However, this belief 

in a functioning market is too optimistic. Many examples 

were provided of market mechanisms failing to ensure the 

correct balance between demand, i.e. needs, and supply.

This is partly compensated by the fact that reimbursement 

authorities increasingly request comparative effectiveness 

data, or at least predictions of effectiveness, on the basis of 

models. However, even though therapeutic added value is 

investigated, the decision to reimburse the new drug has 

no consequences for drugs already on the market, which 

continue to be reimbursed.

Two main routes were identified to compensate for this 

situation:

>> Should such market failures lead to a greater role for the 

State or more governance? What was advocated as a so-

lution is more governance rather than more State. In this 

case, governance could mean mechanisms to compen-

sate for failures or intervene in the markets. These should 

be defined and implemented with involvement of the 

relevant stakeholders. 

In Belgium, some of the conditions are in place to adopt 

such a process. The law makes provision for revising class-

es of drugs used in to manage specific diseases. An indi-

vidual revision one-to-three years after a reimbursement 

decision is also possible and sometimes takes place. 

>> More transparency can contribute to improved market 

functioning. This is mainly through the availability of infor-

mation on the effectiveness of treatments. If and when pre-

scribers and patients have access to objective information 

on “effectiveness” and “efficiency”, better treatments will be 

used more. Less effective treatments will disappear faster.
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Structures and processes

In terms of the criteria, structures and processes represent 

a response to the question “how?” This question follows 

“why” and “where to go”.

In the case of “structures and processes” as a component of 

the decision-making system, a strong consensus emerged 

among workshop participants. There are probably three 

reasons for this:

>> The perception that the existing structures and processes 

are not meeting expectations and should be overhauled.

>> The possibility of compensating for the lack of a clear 

translation of values into objectives and criteria by ensur-

ing fairness in the decision-making process itself.

>> The possibility that good structures and processes may 

protect against possible inhibitors, i.e. factors that hinder 

decision-making based on valid criteria and in line with 

societal values and objectives. 

The table below outlines the main concepts that were inte-

grated into the mind-map. 

The Accountability for Reasonableness concept (A4R – see 

box below) was generally considered as a model on which 

to base an improved decision-making system.

A4R comprises four criteria by which the strength of 

decisions can be measured:

>> Publicity: decisions should be made available to 

the public, which means more transparency. 

>> Relevance: decisions should be influenced by 

evidence that fair-minded people would con-

sider relevant.

>> Appeal: there must be mechanisms for challenge 

and review of decisions reached.

>> Enforcement: there should be effective mecha-

nisms to ensure the other three conditions are 

implemented and regulated. 

Daniels and Sabin (1997)

The workshops discussions went further than the concept 

of A4R and explored:

>> Solutions to make A4R work in practice;

>> Some of the principles of A4R, such as publicity, which 

was considered to be a partial answer to the need for 

greater transparency; 

>> Additional concepts or principles that should be inte-

grated in an ideal decision-making system.

Structures and processes
-	 Accountability for reasonableness

•	 Transparency
•	 Relevance
•	 Appeal is possible
•	 Enforcement

-	 Principles compromise 
-	 Multi-disciplinary approach
-	 EBM – HTA
-	 Guidelines

Accountability for reasonableness (A4R) 
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In terms of operationalization, the concept of principled 

compromise was presented during the workshop. This 

concept was considered to be a potential to complement 

A4R in that its application would make it easier to develop a 

decision-making system along the principles of A4R.

During the decision-making process and the related 

debates, statements and communications should be:

>> Reliable: there should be no over-claiming. 

>> Reflective: critically robust positions should be 

aired and debated.

>> Respectful: negotiations should take place in a 

democratic spirit.

Huxtable (2012); see also page 72

Principled compromise is proposed to assist in those nego-

tiations that take place in situations of scarcity, complexity 

and uncertainty, which are three characteristics of the situ-

ation in which reimbursement decisions are made.

The three “R”s (reliable, reflective and respectful) comple-

ment, or can be considered as necessary conditions to fulfil 

the four principles of A4R.

Workshop participants agreed that work remains to be 

done to transform both concepts (A4R and principled 

compromise) into an operational decision-making system, 

but that the basis for the development is in place. Lessons 

learned from the discussion that could contribute to de-

velop a new decision-making system are developed below.

Lessons learned

T ransparency        

Transparency, of which publicity is a part, is a condition for 

a functioning system based on A4R. It received much more 

attention during the discussions than some of the other un-

derlying principles, probably for two reasons:

>> The low level of transparency in the current reimburse-

ment decision-making system. This is true in Europe in 

general and also in the Belgian system. Making the sys-

tem and its decisions more transparent was considered 

by participants to be a separate key objective. 

>> The need for greater transparency to compensate for mar-

ket failure. Transparency can lead to better functioning 

markets because market players will be better informed 

when they make their decisions. The need to create more 

reliable information on effectiveness, as discussed above, 

is part of this need for greater transparency.

R eviewable         decisions       

Clearly, the key meaning of appeal within the A4R principle 

is that decisions should become final only after a process 

in which the preliminary decision is shared with all stake-

holders. The decision can thus be reviewed. This concept of 

reviewable decisions does, in fact, go beyond the concept 

of appeal in the A4R framework, and it also serves other 

purposes.

As a participant in one of the panel discussions pointed out: 

“If we are to have a just decision, it has to be conditional in 

the sense that we must be aware of new evidence coming 

along all the time, and we have to reassess it.” 

Original decisions on reimbursement are made in condi-

tions of uncertainty and based on incomplete evidence. 

Not making a decision for this reason is not the right ap-

proach, because it would prevent innovations reaching the 

patients who need them. Making decisions systematically 

Principled compromise:  
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and permanently reviewable after they have received initial 

approval for reimbursement is considered to be one solu-

tion. We refer here to the above discussion on effectiveness 

and the need for registries. 

There is also a need to make decisions more quickly than 

is commonly the case today. The principle of reviewing de-

cisions facilitates improvements in speed, as uncertainty 

is accepted as inherent to the system and it is understood 

that no decision is definitive.

A  multidisciplinary                 approach     

The value of bringing new disciplines or types of expertise 

to the decision-making or even the negotiating table was 

regularly mentioned as a way to improve decisions. The 

main reason for this is linked to the complexity of the deci-

sions and the fact that additional disciplines bring in dif-

ferent viewpoints that make it possible to fully understand 

the complex situation, thereby leading to better decisions. 

Examples include:

>> The presence of patients, which makes it possible to con-

tribute expertise gained through experience, comple-

menting the other experts (on economics, therapeutic 

aspects, etc.); 

>> The involvement of ethicists in the decision-making pro-

cess at times when data is unavailable and a decision still 

needs to be made. 

This multidisciplinary approach can also be one element of 

a solution to adapt the decision-making system to handle 

uncertainty. Decisions must be made in situations that are 

not only complex, but also feature a high level of uncer-

tainty. Bringing in other disciplines such as ethics or soci-

ology can help to clarify the different issues at stake and 

make a more appropriate decision even in such a context 

of uncertainty.

The discipline of risk assessment was also mentioned as 

something that could add value to the process. In risk as-

sessment, concepts such as complexity, uncertainty and 

ambiguity are analysed to estimate risks, such as the risk of 

making a wrong decision. A number of health economists 

also have expertise in this field of risk assessment. 

One final argument supporting the multidisciplinary ap-

proach is the need for a holistic approach to decision-mak-

ing. Reimbursement decisions are not made in a closed 

environment, but within complex healthcare and public 

health systems. These decisions must be embedded at eve-

ry level and weighed against alternatives.

For instance, prevention and financial incentives for chang-

es in behaviour were frequently mentioned as important 

aspects of better health policies, together with other poli-

cies in the context of public health. A multidisciplinary 

approach is expected to broaden the debate and allows 

bridges to be built between healthcare reimbursement de-

cisions and other health policy decisions. 

S tructure         –  two   - tier     health      insurance         

There was a general consensus that not everything can be 

reimbursed, given the financial resources available. A two-

tier approach was suggested, differentiating between a 

“basic package” that would be available to everybody and 

would maintain the principle of “full solidarity” (tier 1) and 

an “additional package” that could be more flexible in terms 

of what the insured person wishes to contribute in return 

for receiving certain insurance benefits (tier 2). This could 

be implemented as follows: 

>> Cost-effective treatments for diseases caused by societal 

and genetic determinants should be available to all. 
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>> Treatments that are not cost-effective or less cost-effec-

tive and/or treatments for conditions that are less severe 

could come under tier 2. The distinctions, however, be-

tween cost-effective and less cost-effective and between 

severe and less severe, are not easy to make.

>> When discussing a two-tier-insurance system, conditions 

in which the person’s lifestyle plays a role create a specific 

problem. There is a controversy about whether diseases 

which are related to lifestyle should be covered in tier 1 

or tear 2. Chronic diseases such as diabetes, obesity and 

cardiovascular disease include a lifestyle component. For 

most people, treatments for these conditions belong in 

tier 1. Indeed, penalizing less well-educated people with 

poor lifestyles, for instance, might be considered un-

ethical. Positive incentives that influence behaviour and 

lifestyle (e.g. healthy nutrition and physical activity pro-

grammes) could be considered in the second tier.
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Stakeholders

The table above presents the stakeholders that play a role 

in reimbursement decision-making. 

The column on the right is based on the stakeholders that 

were identified during the mind-mapping exercise. There 

was some consensus on including these stakeholders. The 

left column is a presentation of the stakeholders in the 

Belgian decision-making system today, which includes 

both those involved at a strategic level, i.e. employers and 

employees, and those involved at the operational level.

The differences between the two are small. The first differ-

ence is the specific role of employer and employee organi-

zations (trade unions) in Belgium, where they act as those 

financing the system through social security contributions 

paid by both employers and employees. These did not 

emerge during the mapping process in the workshop. This 

is probably due to the fact that citizens contribute to the 

system via taxes and social contributions, so that those fi-

nancing the system also appear in the right column.

The second, and related, main difference is linked to the 

citizen-patient. Patients have a rather informal presence in 

the Belgian system, which can be partly explained by the 

special status of the sickness funds (mutualités), which are 

considered to represent patients, i.e. their own members 

requiring medical service. In general, citizens are presum-

ably represented by politicians. 

The role of the citizen-patient

In the box below, the citizen-patient is further sub-divided into 

three distinct categories. This distinction is important because 

the interests of the same individual can differ significantly de-

pending on the category to which she or he belongs.

Citizen and taxpayer: a party interested in a sys-

tem designed to serve society as a whole, as a finan-

cier and as a potential beneficiary.

Service user: a customer receiving services within 

by the healthcare system. 

Patient: a person with an illness who relies on the 

system both to provide services and to cover part 

of the cost of treatment, i.e. a main beneficiary of 

the system.

Stakeholders involved  
in the Belgian system 
-	 Those financing the system:

•	 Employers
•	 Employees 

-	 Government and the National Institute for 
Health and Disability Insurance 

-	 Sickness funds
-	 Healthcare service providers  
-	 Health Industry
-	 Healthcare professionals

Stakeholders that  
should be involved  
-	 Citizens
-	 Politicians
-	 Sickness funds/Health insurance providers
-	 Health industry
-	 Healthcare service providers
-	 Healthcare professionals
-	 Patient organizations
-	 Informal caregivers
-	 Patients and their families

The different roles of the citizen-patient
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During the workshop there was no specific or systematic 

discussion of the role of citizen-patients. Nevertheless, they 

were often mentioned in discussions. The following lessons 

can be learned from the two directions taken by participants: 

>> Barriers exist to the involvement of citizens and patients. 

Many people involved in decision-making processes 

have concerns mainly due to the risk of subjectivity, but 

also because of the asymmetry of information. However, 

solutions exist to overcoming these barriers.

>> Citizen-patient involvement in decision-making has real 

value, but the right type of citizen-patient must be se-

lected: citizens for certain types of decisions, such as eth-

ical choices; customers for other types of decisions, for 

example at the level of institutions; and patients for their 

specific expertise based on their experience.

The role of the prescriber

The role of the prescriber was also discussed, more systemati-

cally and probably in greater depth than the role of the citizen-

patient. The consensus is that the prescriber plays a key role in 

the system. The system expects a lot from prescribers, whether 

in primary, secondary or tertiary care. Based on the workshops 

discussions, these expectations are expected to grow.

S erving       two    clients        –  

both    the    patient      and    society       

From the health insurance perspective, the prescriber is 

implicitly expected to play a role of gatekeeper for society. 

If a treatment is not appropriate, it should not be offered 

to a patient. However, we have seen that the reality is not 

that simple, particularly because the prescriber will decide 

in situations where there is room to discuss with a patient 

whether a treatment is justified, which often requires bal-

ancing rational and emotional arguments. 

Moreover, the term “appropriate” can be interpreted in dif-

ferent ways. A prescriber may find a treatment to be ap-

propriate if the benefits outweigh the risk. However, from a 

societal point of view, a treatment may only be appropriate 

if it is also cost-effective and affordable. 

For decision-makers at the macro level, the patient is a 

more abstract concept because of the distance and the 

fact that patients are seen as cases or cohorts rather than 

as individuals. This aids decision-makers to be “objective” 

and not influenced by emotions when making decisions. 

However, the prescriber is faced with an individual when 

making decisions or recommendations. (See also the fun-

damental difference between “statistical lives” and “identifi-

able lives” discussed in chapter V.)

Medical advisers working for sickness funds provide the 

first line of “support” for the prescriber acting in the gate-

keeper role. The colleges for orphan drugs are another ex-

ample of a decision-making process for individual patients 

in which a group of experts gives advice to the organiza-

tion’s medical officer (médecin-conseil) who then takes the 

decision. This is limited to treatments for rare diseases that 

are often expensive, and is generally considered to repre-

sent good practice.

H andling        reason       and    emotion    

Reason and emotion are very closely linked to objectivity 

and subjectivity. This was very well illustrated by a question 

put before the participants by Yvonne Denier in her role as 

philosopher:

“The sky cannot be the limit and we cannot do every-

thing we can even if we wanted to. However, if one of 

my daughters gets seriously ill tomorrow, all this van-

ishes. I want physicians to do everything they can to 

save her. Even though I know that this is completely ir-

rational. What should I do as a philosopher and as an 

ethicist?”
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Potential solutions to help prescribers play this balancing 

role between reason and emotion are covered in the sec-

tion, “Enablers and inhibitors”.

Another issue that relates to the role of the physician is 

time management. Our system strives to achieve efficiency, 

which means keeping consultations short. Physicians can 

only play the various roles that society or the health insur-

ance system expect of them if they take the necessary time 

to enter into a dialogue with the patient and help them to 

make informed decisions.

If we wish to move beyond medicine, take a holistic ap-

proach and integrate reimbursement decisions into the 

wider context beyond medicine and public health, we need 

to invest in more time, both for general practitioners (pri-

mary care) and specialists (secondary care).

Lessons learned

F illing       the    knowledge          gap    on   effec     -

tiveness         –  the    role     of   patients       and   

physicians       

The need for initiatives to fill the knowledge gap described 

above in relation to effectiveness is also addressed in other 

sections. Many stakeholders can play a role in this process. 

Certainly, medical professionals and patients could also 

play a role. They are a potential source of reliable informa-

tion on effectiveness and both have a direct interest in ac-

cessing reliable and up-to-date information on the effec-

tiveness of treatments.

Initiatives such as www.curetogether.com, www.prateno-

vergezondheid.nl and www.healthtalkonline.org are exam-

ples of how this potential is harnessed through initiatives 

that fall within the broad category of social innovation.

C hanging        the    balance        of   power   

Much has been said about the role of citizens and patients 

in the decision-making process. Giving these two stake-

holders a more prominent place in the decision-making 

process will contribute to the objective of “more govern-

ance”, to greater transparency and to an improved focus on 

the demand side.

However, there are risks and difficulties associated with 

this shift of power. Considerable barriers and risks exist, 

but none are impossible to manage. This should be done in 

order to harness the value and improvements that can be 

achieved with a better power balance.

T he   influence         of   reimbursement              rules   

The way in which medical interventions are reimbursed has 

some adverse effects on the behaviour of medical service 

providers. For instance, it has recently been shown that in 

Belgium, computed tomography (CT) scans are currently 

overused at a rate of about 30%. 

The use of antibiotics in Belgium is still one-third higher 

than the EU average and there are 15% more hospital ad-

missions. Forecasting and testing of the potential behav-

iour of service providers should probably be done system-

atically before defining payment or reimbursement rules. 

This could be one way of minimizing such adverse effects.

http://www.curetogether.com
http://www.pratenovergezondheid.nl
http://www.pratenovergezondheid.nl
http://www.healthtalkonline.org
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Enablers and inhibitors

The enablers and inhibitors from the mind-map include: 

Just five of these enablers and inhibitors are developed in 

this section, mainly because most are covered in chapter 

5. This section covers empowerment, conflicts of interest, 

handling uncertainty, handling emotions and framing.

Uncertainty, emotions and framing were important issues 

in the workshops discussions and are directly linked to 

several of the points raised above. Empowerment comple-

ments the issues raised earlier concerning the prescriber 

serving two clients.

Empowerment

Empowerment (of the patient) is a concept that is not un-

derstood in the same way by different actors, as analysed 

well by one of the participants.

“Doctors seem to associate empowerment with compli-

ance; they think it depends on how well they are able to 

explain the benefits of the treatment and to ensure that the 

patient can understand it properly. In hospitals the same 

word is used when they want to ‘educate’ the patient to be-

come autonomous when leaving the institution. In health 

policies, it means that the patient should be given a greater 

share of responsibility and be heard in the decision-making 

process. And when patients talk about empowerment, they 

mean all the above but they also add the opportunity to 

say no. They want to be actors in process of co-decision or 

they even want to make their own decisions about their 

own lives.”

The term “empowerment” was challenged by another par-

ticipant, who commented that it is overly influenced by the 

neo-classical, paternalistic approach, and suggested using 

the term “building capability”.

The concept of building capability is necessary for the pa-

tient and for caregivers. For the patient, the main barrier is 

the asymmetry of information between caregiver and pa-

tient, compared with the expectation in terms of shared 

decision-making and the patient’s individual responsibility.

Resolving this asymmetry of information creates tasks for 

the public sector, patient organizations and caregivers. 

This involves an educational task on the part of caregivers. 

Caregivers must explain to patients the benefits and risks 

of treatments, as well as preventive and diagnostic meas-

ures. However, this must be “fruitful” information that goes 

beyond fundamental and factual information. It must be 

information that makes sense to every individual to help 

inform wise choices. This can be considered as part of care. 

It is information-related care, which is an essential element 

of empowerment. 

It should be noted that building capability is also relevant 

to other stakeholders. For instance, members of a commit-

tee that need to advise on reimbursement who have no 

training in health economics are not well equipped to pro-

vide well-informed advice. 

ENABLERS AND INHIBITORS

-	 Market mechanisms
-	 Empowerment
-	 Capacity building and education
-	 Scarcity
-	 Uncertainty
-	 Conflicts of interest
-	 Emotions
-	 Media
-	 Social media
-	 Framing
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Conflicts of interest

Conflicts of interest, which were considered inhibitors, 

can arise at various levels and at different times. Examples 

include:

>> It is important those people or organizations establish-

ing guidelines are free of potential conflicts interests. This 

is important to the quality of the guidelines.

>> Prescriber decisions can be influenced by advertising, in-

centives and even by the effect of the decision on their 

personal earnings.

>> Patients’ susceptibility to influence from industry, 

for example through advertising or funding of asso-

ciations is a barrier to greater patient involvement in 

decision-making.

Interests are inherent and cannot be avoided, but it is nec-

essary to ensure that these interests do not lead to con-

flicts of interests. The solution lies in greater transparency 

and improved governance, both of which are essential 

elements of a good decision-making system, while both 

require actions the described above. In this case, transpar-

ency means that all of those involved in decisions must pro-

vide the information that allows the organization to judge 

whether there is the potential for a conflict of interest. 

Governance corresponds to the need to intervene in mar-

ket mechanisms whenever conflicts of interest could dis-

rupt the functioning of the market.

Handling uncertainty

As discussed earlier in this chapter, reimbursement deci-

sions are made in a context of uncertainty. However, the 

system is not inherently designed to address this uncertain-

ty. This creates tensions. The degree of uncertainty is also 

expected to grow, if we give patients the benefit of faster 

access. In this section, we explore some ways of handling 

this higher degree of uncertainty.

When considering the four criteria applied to reimburse-

ment decisions, there is uncertainty in relation to each 

criterion. 

E ffectiveness          

To prove that their therapy is better than what already ex-

ists, industry must carry out trials. The trials show that the 

new drug is better but the trial is conducted over one year. 

However decision-makers want to know what the situa-

tion will be five years from now. The trial is thus always too 

short in comparison with what decision-makers would like 

to know.

M edical       or   therapeutic            need  

This is also an important area of uncertainty. Is it a severe 

disease? How severe compared to other diseases? A rele-

vant issue raised in workshops discussions is that we look 

at needs through filters. As one participant commented, 

decision-makers are “proxying demand” by imagining that 

needs exist at all. This underlines the supply-side approach 

in the current system. As a result, it creates the intrinsic 

weakness of the system to integrate the demand side in 

decision-making.

Cost   - effectiveness             

Often considerable uncertainty surrounds cost-effective-

ness. Our methods are not optimal as both costs and ef-

fectiveness are difficult to define precisely. Moreover, one 

can claim that something is cost-effective, but if we look 
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at the calculations in detail, many mistakes and unjustified 

assumption can sometimes be found. 

B udget      impact  

The same shortcomings apply to assessing budget im-

pact, where calculations are based on too many unknown 

variables.

An example of how uncertainty is managed today concerns 

“performance-based agreements” (Coulton et al. 2012). 

These agreements involve entering into contracts with in-

dustry whereby the price paid depends on the future effec-

tiveness of the therapy. As one participant commented: “If 

your drug is not as good as you promised you will have to 

refund us this much money.”

Another approach is to take conditional decisions. This was 

also explained by a participant: “We will give you the ben-

efit of the doubt and two years from now we will discuss 

this again and see whether we have more certainty about 

all of these aspects. Only then will we make a final decision.”

Another participant commented that a decision must al-

ways be conditional if it is to be a just decision. It must be a 

conditional decision because:

>> At the time when we make the decision, we know that the 

evidence on which we base that decision is incomplete.

>> We know that the future will bring new evidence. When 

this additional evidence becomes available, we will need 

to reassess.

Handling emotions

Clearly emotions play a part in decision-making. 

Stakeholders face the challenge of balancing the interests 

of society against their individual interests and emotions. 

Emotions should not always be viewed as “inhibitors”. They 

are inhibitors only when based on incorrect or biased infor-

mation or on incorrect framing, which is discussed below. 

During the workshop, various solutions were proposed to 

meet the challenge of adequately handling emotions:

>> At the macro level, changing decision-making processes 

to take the situation of individuals more into account 

(see also above). The systematic and representative use 

of patient experiences as an expert input into the process 

would definitely expose decision-makers to parts of the 

reality that they currently take less into account. 

>> At the micro level, training healthcare professionals to 

act as gatekeepers and to manage better the tensions 

resulting from the rational and emotional dimensions of 

their relationship with the patient.

>> Empowering patients will improve the patient-physician 

dialogue and shared decision-making processes at both 

the micro and macro levels (see above).

>> Promoting guidelines for use by prescribers could be a 

solution. The advantage of guidelines is that they docu-

ment the state of the art and the consensus on what to 

do in given situations. 

>> Another solution is setting out more explicitly our will-

ingness as a society to pay for health benefits, and the 

factors that affect that willingness to pay. For instance, 

it may be that we are willing as a society to pay more for 

health benefits for patients with rare diseases. This view 

is not necessarily irrational if it has been established ac-

cording to the principles of accountability for reasona-

bleness and principled compromise. 

>> Better framing the information that informs the decision-

making process is another way forward. 
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Framing

Building upon the issues discussed so far, a final factor that 

can act as an enabler or inhibitor is “framing”. This means 

that people react in different ways to information they re-

ceive, depending on the way in which this information has 

been presented. For instance, it makes a difference whether 

the information is presented in absolute numbers or as a 

percentage, or whether the information is presented in a 

positive or negative way. 

Framing may become an inhibitor if those who are sup-

posed to make decisions are only confronted with one 

way of framing the information, or may cause distortions 

if different types of framing are used in relation to different 

dossiers. 

Framing can become an enabler if the information is sys-

tematically presented in the same formats, so that it is 

framed in each of the various possible ways. Rather than 

presenting the information in just one way, this means that 

it is framed both as a probability and in terms of absolute 

numbers, both positively and negatively.
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Which way 
forward?
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Which way forward? 

The workshop focused on mapping the issues and chal-

lenges that lie ahead as society reflects on the complex 

issue of reimbursing healthcare services. Participants dis-

cussed and debated the merits and shortcomings of the 

Western model of healthcare service delivery, with the 

Belgian system serving as an example.

One clear message that resonated across all discussions 

and debates is that Western societies need to undertake a 

serious and informed review of healthcare services and the 

issue of reimbursement, guided by the principles of solidar-

ity and justice. There is much work to do, including more 

research, but more important still is the public debate that 

must take place. Workshop participants mapped out ways 

forward to reform on three interconnected levels, which 

could be relevant to any Western healthcare system: 

>> Values: A debate is needed about how to redefine or 

confirm the values that shape our healthcare systems 

and their hierarchy. This is a societal issue.

>> Objectives: The objectives of the healthcare system in 

the wider context of public health need to be redefined. 

This is particularly important for the health insurance sys-

tem and the criteria for reimbursement decisions. This is 

an issue to be addressed by policy-makers.

>> Structures and processes: Improvements can and 

should be made to the current system. Stakeholders and 

experts must address this issue.

Decision-making processes concerning reimbursement of 

healthcare services must be transparent, democratic and 

engage all stakeholders. Myriad challenges persist and 

were raised in the workshop. One example is the influence 

of lifestyle on health risks and interventions. Issues such 

as these challenge our society’s notion of solidarity and 

threaten to increase social inequality.

A societal debate on values

Our society is changing, which means that it is important 

to continue and deepen the discussion on societal values 

– what are our values and what is the hierarchy of those val-

ues? How much is society willing to spend on healthcare? 

A societal debate is needed to answer these questions and 

could help to clarify:

>> The societal values underlying the healthcare insurance 

system; 

>> The importance of these values and the delicate choices, 

potential conflicts and trade-offs between them.

Discussions on values will inform policy-makers and allow 

them to make better choices while addressing:

>> The objectives of healthcare and insurance systems; 

>> The criteria for making healthcare reimbursement 

decisions. 

A coherent, clear and transparent framework of values 

and objectives would help to justify the criteria underpin-

ning the decisions that are made. This framework can only 

be legitimate if it reflects the results of a multistakeholder 

debate and if it is flexible enough to respond to ongoing 

changes in society.
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Improvements  
in the decision-making process

The workshop participants discussed ways to improve the 

decision-making process, including: 

>> The decision-making process should be based on the 

principles of “accountability for reasonableness” (A4R). 

There is a clear consensus that this concept can be used 

when redesigning the system for reimbursement of 

healthcare services.

>> Integrating these principles into decision-making pro-

cesses will require further work. The challenge is to make 

an operational decision-making system based on these 

principles at the macro, meso and micro levels. It makes 

sense to start from the macro level, although there is a 

need to have appropriate processes in place at the meso 

and micro levels.

>> Transparency plays a role in the principle of account-

ability for reasonableness. This, however, demands spe-

cial attention because the degree of transparency is 

currently limited. Transparency should be implemented 

in all aspects of healthcare service delivery. One of the 

objectives of improving the decision-making process is 

to make decisions faster and design the system to allow 

decisions to be taken in situations where there is a high 

level of uncertainty. This will result in conditional deci-

sions, regular review processes and approaches that take 

into account and clearly document the risks associated 

with uncertainties. 

>> Harnessing the value of multistakeholder approaches 

represents another challenge and potential benefit as-

sociated with improving the system. Better decisions 

can be made if the structures and processes ensure the 

involvement of all stakeholders. Looking at the Belgian 

system, this mainly means involving citizens and pa-

tients. Value can be created on a number of levels, for 

example through better decisions, greater acceptance 

and improved implementation. This requires clear differ-

entiation between the roles of individual and collective 

forms of representation, and between citizen and patient 

representation.

>> Decisions can also be improved through multidisciplinary 

approaches. Involving non-medical disciplines can result 

in a better focus on societal values and the impacts of po-

tential decisions. This is clearly true in the case of ethics 

when decisions have an ethical dimension. Furthermore, 

the results of the workshop confirm that systematic, mul-

tidisciplinary approaches have the potential to generate 

better decisions. 

	

More governance

The healthcare system is also a marketplace in which the 

right balance must be struck between supply and de-

mand. This market is not functioning optimally, mainly due 

to the behaviour of participants in the marketplace, the 

dominance of the supply side and the consequences on 

price-setting. 

The solution coming out of the workshop debates is more 

governance, which means involving all stakeholders in the 

process of making decisions to improve the functioning of 

the healthcare market.

“More Europe” will probably be one consequence of this 

recommendation, as influencing the healthcare market 

at the EU level will prove to be significantly more efficient 

than doing it only at the national level.
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A more open,  
participative communication culture 

To harness the value of a more participative and transpar-

ent decision-making process, a cultural change is needed 

among all those involved, including organizations and indi-

viduals. Openness and transparency means gradually cre-

ating a more participative culture within all advisory and 

decision-making bodies. 

Communication on difficult and controversial issues 

among health professionals is currently limited. But the de-

bate needs to be broadened to include all stakeholders and 

to address crucial questions such as, ‘What might be good 

care?’ or ‘What might be good for patients and which ways 

of living with a disease might be better than the alterna-

tives’? Without a common language to address these ques-

tions collectively, the answers are left to individuals. The 

answer then becomes, ‘Let people choose for themselves.1’

Courage 

It will take courage for all stakeholders to engage in com-

plex change processes and to realize a substantially im-

proved healthcare system through incremental steps. 

Change takes courage and change takes time. This is due to 

the many barriers and vested interests that tend to hamper 

the process, particularly in the case of decisions to stop re-

imbursement for specific treatments. 

A better functioning and more transparent decision-mak-

ing system and healthcare services market, could, however, 

probably result in decisions to stop certain healthcare re-

imbursements. Creating the budgetary space to reimburse 

potentially better treatments will also represent a chal-

lenge for the current system. Experimentation could offer 

opportunities to find out what works and what does not.

With this project, KBF hopes to further these critical de-

bates through more research, experimentation and stake-

holder dialogue. By involving all stakeholders, we hope to 

contribute towards building a better, more equitable, more 

effective and more efficient healthcare system. 

1	 Mol, A. (2008)
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Appendix 1 - Glossary of terms

The list of terms below is partly based on the glossary in the KCE Report 100C1 and the glossary in the 2nd edition of ‘Social 

Value Judgements: Principles for the Development of NICE Guidance (pages 32-36)’ on the NICE website2. Other sources are 

indicated when used for a specific term.

Bioethics 
Bioethics3 lies at the very heart of the work done in the life sciences. What kind of medicine and healthcare and what stance 

towards nature and our environment, do we need in order to have the kind of society we want? What will be the nature of 

a desired society in which the life sciences are encouraged and helped to make the best possible contribution to human 

welfare? Bioethics will alternately focus on concrete aspects of necessary individual and policy decisions and the wider 

concepts and dynamics of the human condition.

Four general areas of inquiry can be distinguished, even though in practice these often overlap and cannot be clearly separated.

>> Theoretical bioethics deals with the intellectual foundations of the field: what are its moral roots and what ethical war-

rant can be found for moral judgments?

>> Clinical ethics refers to day-to-day moral decision-making by those caring for patients.

>> The aim of regulatory and policy bioethics is to fashion legal or clinical rules and procedures designed to apply to differ-

ent types of cases or general practices; this area does not focus on individual cases.

>> Cultural bioethics refers to efforts to relate bioethics in a systematic way to its historical, ideological, cultural and social context.

Citizens Council
The Council of Nice bring the views of the public into the NICE decision-making process as it issues guidance on the promo-

tion of good health and the prevention and treatment of ill health. A group of 30 people drawn from all walks of life, the 

Citizens Council tackles challenging questions about values such as fairness and need.

Cost-effectiveness analysis
A method of comparing alternative treatments in which the costs and consequences of the treatments vary. The outcomes 

of alternative treatments are measured using the same non-monetary (natural) unit (e.g. life years gained, events avoided 

etc.). The purpose of a CEA is to inform policy-makers about the value for money of an intervention. The ‘value for money’ 

question arises because choices are inevitable when resources are limited.

Distributive justice 
The fair and consistent allocation of goods or services (including healthcare) to society 

Efficacy
The extent to which a specific treatment or intervention, under ideally controlled conditions, has a beneficial effect on the 

course or outcome of a symptom or a disease as compared with no treatment or other routine care.

Effectiveness 
The extent to which a specific treatment or intervention, when used under the usual, everyday conditions, has a beneficial 

effect on the course or outcome of disease as compared with no treatment or other routine care. 

1	  Cleemput, I. et al. (2008).Threshold values for cost-effectiveness in healthcare, Brussels: KCE Report 100C, 3-4.

2	  http://www.nice.org.uk/aboutnice/howwework/socialvaluejudgements/socialvaluejudgements.jsp

3	  Encyclopedia of Bioethics, 3rd edition p.281, 286

http://www.nice.org.uk/aboutnice/howwework/socialvaluejudgements/socialvaluejudgements.jsp
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Efficiency
Defined in economic theory as the condition in which no productive resources are wasted in the manufacture of a certain prod-

uct; i.e. where output is produced at minimum cost or the level of output is maximised at a given cost (i.e. it cannot be increased). 

In healthcare, efficiency implies that choices should be made so as to derive the maximum total health benefit from the available 

resources. ‘Allocative efficiency’ occurs when the outcomes achieved with the available resources match the priorities of society.

Ethical analysis 
The use of systematic methods of ethical examination, such as casuistry or ethical theory, when reasoning about moral problems4. 

Evidence
Information on which a decision or guidance is based. Evidence is obtained from a range of sources including randomised 

controlled trials, observational studies and expert opinions (of clinical professionals and/or patients).

Incremental cost effectiveness ratio (ICER) 
The incremental cost-effectiveness ratio (ICER) is the ratio of the estimated difference between the costs of two interventions and 

the estimated difference between the outcomes of these interventions. It represents the estimated additional cost per extra unit of 

health generated by an intervention, compared to its most cost-effective alternative for the same health condition. It is mainly used 

to aid informed decision making about interventions that are both more costly and more effective than their comparator 5.

Opportunity costs
The costs of resources consumed, expressed as the value of the next best alternative use for the same resources.

Orphan drugs
In the EU definition, an orphan drug6 is a medicinal product that is intended for the diagnosis, prevention or treatment of a 

life-threatening or chronically debilitating condition affecting not more than 5 in 10,000 persons in the EU when the applica-

tion is made, or intended for the diagnosis, prevention or treatment of a life-threatening, seriously debilitating or serious and 

chronic condition in the community, where it is unlikely that without incentives the marketing of the medicinal product in the 

community would generate a sufficient return to justify the necessary investment; and where no existing satisfactory method 

has been authorised in the community for diagnosis, prevention or treatment of the condition in question or, if such a method 

exists, where the medicinal product will be of significant benefit to those affected by that condition.

Quality-Adjusted Life Year (QALY)
The QALY is a measure of health outcomes that includes both the quality and quantity of life a patient is expected to gain 

by an intervention. Quality-adjusted life years are calculated by estimating the total life years gained from a treatment and 

weighting each time period within the period of life years gained with a quality-of-life score between 0 (dead) to 1 (perfect 

health) that reflects the health-related quality of life during that period.

Health-related quality of life 
An individual’s combined physical, mental and social well-being; not merely the absence of disease.

4	 http://www.reference.md/files/D026/mD026689.html

5	 KCE reports 100C: p iii

6	 Regulation (EC) no 141/2000 of the European Parliament and of the Council of 16 December 1999 ‘On orphan medicinal products’:  
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do? uri=OJ: L: 2000: 018: 0001: 0005: en: PDF

http://www.reference.md/files/D026/mD026689.html
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Appendix 2 - Programme of the workshop

Friday & Saturday 14-15 December 2012

Dolce Hotel – 135 Chaussée de Bruxelles, 1310 La Hulpe

Healthcare needs and new technologies exceed affordable supply in western healthcare systems, and so resource-allo-

cation decisions are inevitable. The goal (of the workshop) becomes to make these decisions fairly. We therefore need to 

explore ways in which the allocation of resources can be made more consistent with ethical reasoning and societal prefer-

ences. This workshop aims to identify and discuss in depth the ethical and societal issues as to embed more explicitly the 

ethical and societal arguments in healthcare reimbursement decision-making processes.

D ay  1:  F riday     14 D ecember        2012

Opening session

2.00 p.m.	 Welcome and introduction to the workshop  

by Gerrit Rauws, director of the Health Programme, King Baudouin Foundation 

Opening address by Paul Schotsmans, vice president of the Belgian Advisory Committee on Bioethics

2.20 p.m.	 Opening and workshop approach by the facilitators, Karin Rondia and Alain Denis

2.30 p.m.	 Setting the scene: how to reconcile evidence, excellence, effectiveness and emotions?  

Key-note speaker: Raf Mertens, General manager of the Belgian Healthcare Knowledge Centre

Session 1 – Cases

3.00 p.m.	 Presentation of 4 concrete cases1 of healthcare reimbursement decisions as to map the underlying ethical 

and societal questions  

Format: Introduction to the case (10’) by an expert (based on guiding questions), alternated by questioning 

and plenary discussion. 

>> Cancer treatment for patients with low life expectancy: Zytiga® in prostatic cancer 

Faraz Kermani 

>> Expensive innovative treatment for rare diseases: Pompe’s disease 

	 Frits Lekkerkerker

>> Interventions for personal convenience: growth hormone treatment for non-deficient children 

	 Lise Rochaix 

>> Contraception for youngsters

	 Mireille Merckx

1	  Of relevance to several European countries



p. 160	 J u s t i c e & s o l i d a r i t y i n p r i o r i t y s e t t i n g  i n h e a lt h c a r e

4.45 p.m.	 Second series of cases

>> Incentives to change life-style: Incentive programmes for loosing weight 

	 Harald Schmidt

>> Medication when life-style change is an option: use of statins for the primary prevention of cardio-vascular 

diseases

	 Christian Leonard

	 First discussion on structuring and mapping of issues

5.50 p.m.	 Cases cont’d

>> Futility in diagnosis: excessive use of RX-imaging

	 Bjørn Hofmann

>> Interventions at the boundaries of healthcare: the case of psychotherapy. 

	 Felix Gurtner

6.40 p.m.	 Third series of cases – similar to previous sessions

>> Expensive treatments with limited effectiveness: Alzheimer disease medications

	 Joël Ménard

>> Transition from therapeutic to palliative care: ethics of deciding to limit  

life-prolonging treatment 

	 Richard Huxtable

	 Session ends with discussion on structuring and mapping of issues

7.45 p.m.	 Personalised medicine and priority settings in future healthcare in Europe

	 Key-note speaker: Jochen Vollmann, Professor and Director of the Institute of Medical Ethics and History of 

Medicine and President of the Centre for Medical Ethics at Ruhr-University in Bochum, Germany

8.40 p.m.	 Dinner
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D ay  2:  S aturday      15 D ecember        2012

Session 2

8.30 a.m.	 Clustering and framing of issues

	 Opening by the moderators Karin Rondia, Alain Denis and Yvonne Denier 

Further development of the structuring and mapping of issues with the purpose to define clusters and start fram-

ing the issues 

9.00 a.m.	 Elaborating on and discussing the ethical/societal issues in healthcare reimbursement decision making  

Format: Total of four different panel discussions, each with four panelists. Panelists start the discussion and 

introduce thesis; but all participants are invited to join in. 

	 Panels are covering the main issues by 5 fields of tension

>> Supply side versus demand orientation

	 Panelists: Marc Bogaert, Irina Cleemput, Richard Huxtable, Lise Rochaix

>> Collective versus individual benefits & duties versus rights

	 Panelists: Friedrich Breyer, Bjørn Hofmann, Harald Schmidt

10.45 a.m.	 Ethical/societal issues (cont’d)

	 Two additional panel discussions, starting from the following fields of tension:

>> Subjective preferences versus Evidence Based Medicine 

	 Panelists: Lieven Annemans, Patrick Cras, Jean-Marc Laasman, Jochen Vollmann

>> Health versus well-being

	 Panelists: Ignaas Devisch, Christian Leonard, Brieuc Van Damme

12.20 a.m.	 Taking solidarity seriously: Can it help?  

Keynote speaker: Barbara Prainsack, Assistant Professor at the Department of Social Science, Health & 

Medecine, King’s College London, United Kingdom 

1.00 P. M. Lunch

Session 3

2.00 p.m.	 Lessons learnt in terms of issue-framing  

Yvonne Denier, Professor of Healthcare Ethics, Interfaculty Centre for Biomedical Ethics and Law, K.U.Leuven

2.30 p.m.	 Final discussion 

Format: Inviting all participants to add some personal reflections at the end of this workshop (most interest-

ing insights, issues that society should discuss, commonalities and differences between countries…)

3.30 p.m.	 General conclusions and closing by Paul Schotsmans & Gerrit Rauws



p. 162	 J u s t i c e & s o l i d a r i t y i n p r i o r i t y s e t t i n g  i n h e a lt h c a r e

Appendix 3 - Contributors - Biografical information

Lieven Annemans is Professor of Health Economics and Pharmacoepidemiology at Ghent University and Brussels 

University (VUB), and a member of the Flemish Council for Health and Wellbeing (advising the Minister of Health), as well as 

serving as an external expert to the Belgian Healthcare Knowledge Centre (KCE), the Belgian HTA body. His main research 

interests are in the areas of epidemiological models, Health Technology Assessment, retrospective/prospective health-

economic evaluations and physician payment systems.

Marc Bogaert is former Professor of Pharmacotherapy at Ghent University.  During his career he was also a mem-

ber of several Advisory Committees involved in registration and reimbursement of medicines. From 2004 to 2012 he was 

Chairman of the College for Orphan Medicines at the Belgian National Health and Disability Institute and is a Member of 

the Belgian Advisory Committee on Bioethics since 1996.

Friedrich Breyer is Professor of Economic and Social Policy at the University of Konstanz and Research Professor at 

the German Institute for Economic Research in Berlin. He is a Member of the Advisory Council of the German Ministry of 

Economic Affairs, President of the German Health Economics Association (DGGÖ) and a member of the Economics Council 

of the German Research Foundation. His principal areas of research interest are health economics, the economics of social 

security and public choice.

Irina Cleemput is Senior Health Economist at the Belgian Healthcare Knowledge Centre (KCE) and Professor of Health 

Economics at the University of Hasselt. She is a Director of the International Network of Health Technology Assessment 

Agencies (INAHTA) since 2009. She has an interest in the relative value of health economic evaluations for policy making 

purposes in Belgium and other countries and the possible tension between ethical and economic considerations in health-

care policy. She is currently engaged in a project on social values for priority setting in healthcare resource allocation, as 

well as research into issues of patient safety in healthcare policy.

Patrick Cras is Chairman of the Department of Neurology of the University Hospital of Antwerp and Professor of neu-

rology at the University of Antwerp. He is also the Chairman of the Ethics committee, Antwerp University Hospital and 

University of Antwerp, a member of several committees of the High Council for Medicine, Belgian Advisory Committee on 

Bioethics, Chairman of the Belgian Board of Neurology and of the Neurology Committee of the Commission for Accreditation 

of Medical Doctors, President of the Belgian Society of Neuropathology and a member of the European Board of Neurology, 

as well as being central ombudsman of the University of Antwerp. His research interests involve dementia, Creutzfeldt-

Jakob disease, cerebrospinal fluid, movement disorders and the neuropathology of neurodegenerative diseases. He is also 

interested in the ethics of human experimentation, end-of-life decisions and research involving vulnerable subjects. 

Katelijne De Nys works as a radiation oncologist with a PhD in pharmacology; she also obtained a diploma in 

Pharmaceutical Medicine. She is the head of the Clinical Trial Center of the University hospitals of Leuven, President 

of The Commission for the Reimbursement of Medicines (CRM) at the NIHDI, and Professor of Pharmacology at the 

University of Leuven. 
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Ri De Ridder graduated from the University of Ghent in 1976 as a doctor trained in medicine, surgery and obstetrics. 

His medical practice at District Health Centre “De Sleep” in Ghent continued from 1976 to 2000. During this period he also 

held posts as Project Coordinator for the Flemish Centre for integration of Migrants from 1991 to 1996 and as attaché and 

advisor in the Cabinet of the Minister of Public Health and Pensions from 1997 to July 1999. Subsequently he has worked as 

Assistant to the Head of Cabinet for the Minister for Social Affairs and Pensions from 2001 to July 2003 and then as Assistant 

Director of the Strategic Cell of the Minister of Social Affairs & Public Health from July 2003 to October 2005. Since then he 

has been Director-General of the Health Department for the National Institute for Health and Disability Insurance. 

Yvonne Denier is Professor of Healthcare Ethics at the Interfaculty Centre for Biomedical Ethics and Law, K.U.Leuven and 

also works as a staff officer specialising in ethical issues at Zorgnet Vlaanderen. In her research, she focuses on the areas of 

healthcare ethics, organizational ethics and philosophy of justice. She is a member of several ethics committees at local and 

Flemish level and is a Member of the Belgian Advisory Committee on Bioethics since 2010.

Alain Denis, a member of the KBF core team for this project, is the Managing Partner of Yellow Window, a multidiscipli-

nary consultancy with offices in France, Belgium and the Netherlands. He studied business administration at the University of 

Antwerp. He is responsible for developing the knowledge base within the company. He is a specialist in the use of participative 

techniques and the application of design thinking to support decision-making in development processes for new products, 

services and policies. The projects he is personally involved in are mainly linked to health policy and social innovation.

Ignaas Devisch is Professor of Ethics, Philosophy and Medical Philosophy, working at Ghent University and 

Arteveldehogeschool. He is chairman of a Belgian organization (de Maakbare Mens) which reflects ethically and philosophi-

cally upon biomedical evolutions. He publishes in the fields of social and political continental philosophy as well as medical 

philosophy, the philosophy of sports and ethics.

Michel Dupuis is Professor of Philosophical Anthropology and Biomedical Ethics at the Université catholique de Louvain 

(Catholic University of Louvain). He also lectures in ‘hermeneutics’ at Liège University. He is a Member of the Belgian Advisory 

Committee on Bioethics since 2000 and is also a Member of the Bureau of the Committee and in this capacity also serves as 

(Vice-)Chairman of the Committee.

Brigitte Duvieusart has worked for the King Baudouin Foundation since 1996. She is currently a Philanthropy 

Advisor; her main tasks include counselling, planning, managing and evaluating philanthropic projects at Belgian and 

transnational levels. She is also involved in strategic planning and prospective initiatives and has coordinated several pro-

jects on the involvement of stakeholders, including the elaboration of guidelines for the governance of the not for profit sec-

tor in Belgium. She has also been responsible for projects in the field of health governance (e.g. genetic testing and ADHD).  

Before joining the King Baudouin Foundation, she was a Public Affairs advisor at Business Europe and an Assistant at the 

Center for European Studies of the UCL (Université Catholique de Louvain).

Micky Fierens is Director of the French-speaking independent umbrella organization of patient associations in Belgium, 

la Ligue des Usagers des Services de Santé (LUSS). She is also Chairperson of the advisory section of the Observatory for 

Chronic Diseases – NIHDI.
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Anne Gillet is a General Practitioner in Schaerbeek, Brussels, where she has been working in a group practice for 30 

years. She is also Vice-President of GBO, the Belgian professional association of General Practitioners, and the GP French 

branch of the Cartel medical union.

Felix Gurtner is a board-certified physician in prevention and public health and works for the Swiss Federal Office of 

Public Health at the Health and Accident Insurance Directorate. He heads the scientific secretariat of the commission which 

advises the Federal Department of Home Affairs FDHA on reimbursement of medical procedures and services. In the past 

he has worked for a health insurance company, at a university department of social and preventive medicine, in communi-

cable disease surveillance, and as a clinician.

Björn Hofmann is Professor at the University College of Gjøvik and Adjunct Professor at the Centre for Medical Ethics at 

the University of Oslo. He also works at the Norwegian Knowledge Centre for Health Services in Norway. His main research 

interests are philosophy of medicine, philosophy of science, technology assessment, and bioethics. He teaches ethics, philoso-

phy of science, science and technology studies and philosophy of medicine at BA, MA, and PhD levels.

Richard Huxtable is Reader in Medical Ethics & Law and Deputy Director of the Centre for Ethics in Medicine at the 

University of Bristol. Qualified in law and socio-legal studies, his research primarily concerns end-of-life decision-making 

and surgical ethics. He is currently working on a book on euthanasia entitled All That Matters. A long-standing participant 

in regional clinical ethics support in the UK, he is also a Trustee of the National Council for Palliative Care, and Chair of its 

Ethics Forum.

Faraz Kermani is a pharmaceutical journalist specialising in the areas of regulation, policy and law. Much of the re-

search he carries out is focused on the role of health technology assessment, pricing and reimbursement. His studies have 

included German and Scandinavian Studies and European Law, with a dissertation focusing on pharmaceutical parallel 

trade and the European Court of Justice.

Jean-Marc Laasman is Director and Strategic Adviser to the Research Division of the National Union of Socialist Mutual 

Health Funds and has formerly served as an adviser in the areas of social security and healthcare for Government depart-

ments. His research interests include healthcare economics.

Frits Lekkerkerker is a medical doctor trained in Internal Medicine. He currently serves as a Member of the NDA 

Advisory Board, as Chairman of the Advisory Committee for the Dutch National Plan on Orphan Diseases, as Chairman of 

the Medical Ethical Committee at MST Enschede hospital and as Chairman of the NVMETC, which is the Dutch umbrella 

organization of MECs. He also sits on the Expert Medicines Evaluation Board in The Netherlands. His interests include regu-

latory affairs, classical medicines and recombinant plasma products and biosimilars as well as the clinical areas of diabetes, 

endocrinology and osteoporosis.

Christian Léonard is Deputy General Manager at the Belgian Healthcare Knowledge Centre (KCE) and Professor of 

Health Politics, Health Economics and Ethics at Université Catholique de Louvain, Université de Namur and Haute Ecole 

Louvain en Hainaut. 
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Joël Ménard is Emeritus Professor of Medicine at Paris-Descartes and President of the Scientific Council, Plan-Alzheimer 

Scientific Foundation. He is a medical doctor and his work has spanned hypertension and cardiovascular preventative medicine, 

pharmaceutical research and work in research and policy on Alzheimer’s Disease. He is author of the 2007 report to the President 

of the French Republic for a National Action Plan on Alzheimer’s Disease from 2008 to 2012. 

Mireille Merckx is a medical doctor specialized in Gynaecology, Obstetrics and Andrology with a subspecialty in 

Paediatric and Adolescent gynaecology. She is Paediatric and Adolescent Gynaecologist at UZ Gent (Women’s Clinic). She is 

Vice President of the Board of Directors of the Flemish Society of Obstetrics and Gynaecology, a Member of the Group for the 

Abolition of Sexual Mutilation, and a Consultant in family parenthood. She is also a Member of the group “Doctors without 

leave” and the Groupement Français de Gynécologie Pédiatrique et de l’Adolescence, Paris. She is the Belgian delegate on the 

Board of the European Society of Contraception. 

Raf Mertens is a medical doctor who has practiced in both Belgium and Congo, with interests including researching 

and managing the registration of nosocomial infection surveillance and epidemiology, medical and social hygiene and 

health data management. In 1997 he became responsible for healthcare data analysis and feedback and also for develop-

ment of (hospital) quality of care improvement programmes at the Christian Sickness Fund. Since 2001 he has been actively 

involved in the development of the Intermutualistic Agency, managing pooled data for all Belgian Sickness Funds. He was 

vice-president of the National Council for Quality Improvement and a Board Member of the Belgian Healthcare Knowledge 

Centre (KCE). From 2006 to 2009 he was head of the R&D department of the Christian Sickness Fund and in December 2009 

he became General Manager of the KCE.

Barbara Prainsack is Assistant Professor at the Department of Social Science, Health, and Medicine, King’s College 

London. She also serves as a member of the National Bioethics Council advising the federal government in Vienna, Austria 

and Senior Editor for the forthcoming 2nd edition of the International Encyclopedia of Social and Behavioral Sciences. She 

has an interest in issues related to the societal, regulatory, and ethical dimensions of bioscience and biomedicine and is 

actively involved in policy-related work and Personalised Medicine.

Gerrit Rauws is the King Baudouin Foundation’s Programme Director for “health and research”, “civic engagement” and 

“democracy in the Balkans”. In the area of health the Foundation is currently engaged in projects on patient rights, health 

inequalities, Alzheimer’s disease, healthy ageing and mental health. The Foundation also supports biomedical research in 

Belgium. He has led a series of projects on the involvement of stakeholders and lay people in the governance of science, 

technology and health related issues (e.g. genetic testing, food safety, nuclear waste, Alzheimers’ disease, ADHD etc.) He was 

Project Director of the European Citizens’ Deliberation on Brain Research (DG Research FP6): the first attempt to develop a 

deliberative method adapted to a transnational and multilingual context.

Lise Rochaix has been Full Professor in the economics department at the university of Aix– Marseille II since 1999 and 

is currently working on secondment at the Board of HAS (Haute Autorité de Santé). She has worked in research at IDEP 

(Institut d’Economie Publique) and GREQAM (Groupe de Recherches Quantitatives d’Aix-Marseille).
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Karin Rondia, a member of the KBF core team for this project, is a freelance science journalist. She studied medicine 

at the University of Liège and became a journalist soon afterwards. She has developed several television and radio pro-

grammes to bring knowledge about health to a large audience and has headed a monthly magazine about health for 6 

years. She has regularly collaborated with the King Baudouin Foundation over the past 10 years.

Harald Schmidt is a Lecturer at the Department of Medical Ethics and Health Policy and a Research Associate 

at the Center for Health Incentives and Behavioral Economics, both at the Perelman School of Medicine, University of 

Pennsylvania. His research interests are centered around personal responsibility for health, public health ethics and fairness 

in resource allocation and his previous areas of research interest have included philosophy, healthcare policy and practice 

and bioethics.

Paul Schotsmans is Full Professor of Medical Ethics at the Faculty of Medicine at the K.U.Leuven (Catholic University 

of Leuven). He is involved in medical-ethical research in the Centre for Biomedical Ethics and Law. He is also Vice-Chairman 

of the Belgian Advisory Committee on Bioethics. 

Françoise Stryckman is Coordinator at Pharma.be. and a member of the Belgian Commission for the Reimbursement 

of Medicines (CRM). She is trained as a chemist and her interests have included health economics and the interpretation of 

clinical trials. She has worked in the pharmaceutical industry on a wide range of medicinal products including corticoster-

oids, hypnotics, cardiovascular medications, NSAIDS, fibers and cephalosporin antibiotics. 

Brieuc Van Damme is Health Economist and Advisor to the Cabinet of Deputy Prime Minister Alexander De Croo. 

He also works as an Academic consultant at Ghent University and as Guest Professor at University of Antwerp. He is the 

Founder and General Manager of BACE and has formerly worked at The Itinera Institute and as an analyst at Accenture. 

Carine Van de Voorde is Senior Health Economist at the Belgian Healthcare Knowledge Centre (KCE) and Professor 

of Health Economics at the University of Leuven. Her research centers around issues of equity and accessibility, with a more 

specific interest in the design of systems of risk adjustment in health insurance and of systems of consumer cost sharing. 

Recently she has developed a specific interest in the question of introducing equity considerations in healthcare reimburse-

ment decisions. She is participating in a project coordinated by the “Chaire Santé” of the University Paris-Dauphine on deriving 

distributional weights capturing interindividual differences in health and income. 

Tinne Vandensande is an advisor at the King Baudouin Foundation. She is involved in the health programme and 

manages projects on public and patient participation, stakeholder dialogue on social values and preferences in healthcare 

reimbursement decision making and mental healthcare policy. She has initiated several public participation initiatives 

during the past decade. She was European project coordinator of the European Citizens’ Deliberation initiative on Brain 

Sciences (2004-2007) ), the first attempt to develop a deliberative method adapted to a transnational and multilingual 

context. She divides her time at the KBF between the health programme, project evaluation and internal knowledge man-

agement. She has a Master’s degree in History (University of Louvain).

file:///C:\company\ghent-university%3ftrk=ppro_cprof
file:///C:\company\university-of-antwerp%3ftrk=ppro_cprof
file:///C:\company\accenture%3ftrk=ppro_cprof
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Jochen Vollmann is a medical doctor trained in psychiatry and psychotherapy. He is currently Professor and Director 

of the Institute for Medical Ethics and History of Medicine and Chair of the Centre for Medical Ethics at Ruhr University 

Bochum, Germany. His research interests include informed consent and capacity assessment, ethics and psychiatry, end-of-

life decision-making, advance directives, medical professionalism, personalised medicine, clinical ethics committees and 

clinical ethics consultation.

Bert Winnen is a medical doctor trained in anaesthetics and critical care. He is Head of the Medical Section of the 

Health Services Department, President of the College of Medical Directors (representing the sickness funds) and a Member 

of the Board of Directors of the Belgian National Institute for Health and Disability Insurance. As well as his clinical work he 

has previously worked as a Medical Inspector and as an Expert for the Ministry of Health.
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Marc Bogaert
Professor Em. Pharmacotherapy, Heymans Institute UGent, Department of Pharmacology,  
Ghent University and Belgian Advisory Committee on Bioethics

Ri De Ridder
Director-general of the Health Department, National Institute for Health and Disability Insurance – 
NIHDI (Riziv-Inami)

Micky Fierens		
Director, Ligue des Usagers des Services de Santé – LUSS

Bruno Flamion	 
Professor of Physiology and Pharmacology, University of Namur

Anne Gillet
General Practitioner and Vice-President of GBO, Belgian group of General Practitioners  
and the GP French branch of the Cartel medical union 

Jean-Marc Laasman	
Director and Strategic Adviser, Research Division, National Union of Socialist Mutual Health Funds

Raf Mertens		
General Director, Belgian Healthcare Knowledge Center – KCE

Greet Musch	
General Director DG Pre-authorisation, Federal Agency for medicines and health products – FAMHP

Françoise Stryckman		
Scientific advisor Reimbursement & Medicines Policy, Pharma.be

Josse Van Steenberge
Emeritus Professor of Social Law, Faculty of Law, University of Antwerp,  
president of the KBF Advisory Committee

Appendix 4 - Composition of the KBF Advisory Comittee  

Including Social Values & Preferences in Healthcare Reimbursement Decisions
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Appendix 5 - Partners

Belgian Advisory Committee on Bioethics

The Belgian Advisory Committee on Bioethics was established by a cooperation agreement of 15 January 1993 signed by 

the Federal Government, the Flemish Community, the French-speaking Community, the German-speaking Community 

and the Joint Commission for Community Matters. The inaugural meeting took place on 13 January 1996.

The Committee is completely independent of the authorities that created it.

Composition        

Sixteen leading figures from academia are recommended by the various university boards, six practising doctors of medi-

cine by the National Council of the Medical Association, two lawyers by the National Council of the Bar. Two members 

come from the magistracy and nine members are nominated by the King and by the executive authorities of the three 

Communities and the United Assembly of the Joint Commission for Community Matters. In total, 35 ordinary members 

with the right to vote with each having an alternate, who is appointed according to the same procedure. The responsible 

Federal and Community ministers designate a further eight members, each having an advisory vote. The members are ap-

pointed for periods of 4 years.

When composing the Committee, attention is paid to a balanced representation of the various ideological and philosophi-

cal movements, to a balanced number of men and women and to an equal number of Dutch- and French-speaking mem-

bers. The same applies to a balance between members from academia and the medical professions and those from the 

philosophical, legal and life science communities.

M issions     

The Committee’s missions are twofold: one advisory and the other informative.

The Committee provides opinions on the problems raised by research and research applications in the fields of biology, 

medicine and healthcare; these problems are studied from the ethical, social and legal points of view, particularly from the 

angle of the respect for human rights.

In addition, the Committee informs the public and the authorities about these problems. The Committee draws up an 

annual report containing its opinions, a list of the pending requests for advice and a survey of activities of the ethics com-

mittees of hospitals and universities. The Committee runs a documentation centre containing recent publications in the 

field of bioethics. As the Committee wants to involve the population in a public debate about the issues raised by the new 

medical technologies, it organizes biennial public conferences on the ethical issues related to these problems. 
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T erms     of   reference       

The Committee is required to give its opinion at the request of the chairs of the various parliaments or of any member of 

their governments, as well as at the request of a research institute, a hospital, a higher-education establishment, a local 

ethics committee of either a hospital or a university or an ethics committee approved by any of the Communities. The 

Committee can also give advice on its own initiative.

In most cases, the Committee entrusts the task of preparing the opinion to a select committee, whose composition reflects 

that of the Committee. The select committees may rely on outside experts for a particular problem, as well as to permanent 

experts. The select committee presents a draft opinion in plenary committee where new interpretations may be defended, 

leading, sometimes, to redraft the opinion in another way.

N on  - consensus         rule  

The Committee which is pluralist and multidisciplinary examines all the questions put to it without attempting to find a 

consensus: each opinion is incorporated into the opinion with its motivation, as long as it is shared by at least two members.

A few topics that have been considered and debated in recent years include euthanasia, medically assisted procreation, the 

moral status of the human embryo, experiments on human beings, cloning human beings, biobanks,…

For more information about the Committee and its opinions, please visit: www.health.belgium.be/bioeth

King Baudouin Foundation

W orking       together        for    a  better       society       

The King Baudouin Foundation is an independent, pluralistic foundation working in Belgium and at the European and 

international level. We are seeking to change society for the better, so we invest in inspiring projects and individuals.

In 2012 we provided a total of 22 million euro in support to 1,700 organizations and individuals. A total of 1,730 people 

generously made their expertise available on independent juries, expert groups and advisory committees. The Foundation 

also organises debates on important social issues, shares research results through (free) publications, enters into partner-

ships and encourages philanthropy, working ‹through› rather than ‹for› the King Baudouin Foundation. 

Within its health area, the Foundation supports initiatives that promote health, improve quality of life for patients and 

those close to them and contribute towards high quality, accessible and socially acceptable healthcare. It also offers a plat-

form to promote dialogue between policy-makers, healthcare professionals, the pharmaceutical industry, mutual health 

insurers, representatives of patient associations and citizens. This dialogue addresses the societal and ethical aspects of 

systems for reimbursement of medications.

http://www.health.belgium.be/bioeth
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The King Baudouin Foundation’s Board of Governors draws up broad lines of action and oversees the transparency of our 

management. The work of the Foundation is carried out by some 75 members of staff. It is based in Brussels but active on a 

national, European and international level. In Belgium the Foundation runs local, regional and federal projects.

The Foundation was set up in 1976, on the occasion of the 25th anniversary of King Baudouin’s reign.

With thanks to the Belgian National Lottery and to all donors for their valued support.

www.kbs-frb.be Follow us on Facebook | Twitter | YouTube

http://www.kbs-frb.be/
http://www.facebook.com/pages/Koning-Boudewijnstichting/183841191717055
http://www.youtube.com/user/KBSFRBvideo







