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Introduction

This chapter will introduce the subject of the master thesis. Firstly the relevance of the subject and the motivation for this subject will be discussed. Secondly the thesis goal, thesis statement and research questions will be described. Finally an overview of the content will be given.

Relevance/Context
Although countries differ in their political, social and health care systems, they also have many problems in common. Many countries have stagnating national incomes and spent more of their scarce resources (in absolute and in relative numbers) on social and health care policies. This results in growing difficulties for governments to finance and deliver health care. This pattern is not sustainable in the long term (Blank & Burau 2007). 

There are several reasons for the extensive growth of health care spending. The first reason is the changing demography of the population. The first wave of the baby boom generation will reach the retirement age soon and at the same time fewer children are born, resulting in an ageing population. Furthermore, life expectancy of the elderly has increased, because of improved social factors, healthier habits and new capacities of medicine (Blank & Burau 2007).

The second reason is the rise of new medical technologies, both in diagnostics and treatment. Most of these new technologies are also expensive, resulting in increased health care expenditures. Probably the proliferation of new medical technologies and pharmaceuticals are the most important cost drivers in health care (Bodenheimer 2005). 

Finally, public expectations and demands for the health care system have increased. One of the forces behind the introduction of new technologies in health care are the providers of health services. This resulted in some countries in a “do-everything approach” (Fuller 1994). Any attempt to limit access to health care services will result in protests by providers, patients, industry, public and media. When this pattern continues, it will become increasingly difficult to reform, although reform may be inevitable (Altman et al 2003). 
The only stakeholder with power to limit access to health services or new technologies is the government (Blank & Burau 2007). However, in government the politicians are in power. Politicians can only deny access or introduce co-payments within the context of the rising expectations and demands of the general public, because they want to be re-elected and remain in power. On a societal level everyone agrees with the principle of cost containment, also for health care. But when their own or somebody’s health close to them is at stake, constraints are perceived as unfair (Blank & Burau 2007). For these reasons, it is difficult to reach an agreement on the difficult choices which has to be taken. In The Netherlands these choices are discussed in the appraisal process by the Appraisal Committee (ACP).
Motivation

Choices in health care are almost always a public matter and subject to a lot of discussion in the media, such as the recent discussion about the draft advice of CVZ regarding the expensive drugs for rare diseases (NOS 2012). Many people in society are not familiar with the decision making process and/or the criteria that are used. Yet, it is interesting to understand how these decisions are taken. The subject of this master thesis is the appraisal process of the health care basic benefits package in The Netherlands, because the deliberation of the different arguments is executed during the appraisal.

Thesis goal

It is the main goal of this master thesis to evaluate the task of the Appraisal Committee (ACP) after it joined the decision making process in 2008. What is the role of the ACP in the decision making process, and what is its influence on the outcome (advice & final decision) of the process? 

Problem statement

What is the role and contribution of the ACP to the outcome of the whole decision making process for the health care basic benefits package? 

Research questions

· What is the difference between assessment and appraisal? What is their relationship?

· How does the decision making process take place? Who is involved and about what kind of interventions, drugs or medical technologies advices the ACP?

· What is the ACP/What does the ACP do? What are the objectives of the ACP?

· What is the role of the ACP in the appraisal process? What is it (not) doing? What is its contribution to the decision making process? What is its contribution to the outcome of the decision making process? What is the impact of its advices on the final outcome?

· How transparent is the ACP? Does it improve the transparency of the entire decision making process?

· How does the CVZ-board use the ACP-recommendations (to minister and public)?

· How do relevant health care stakeholders think about the ACP? Do they have suggestions on how the position of the ACP in the appraisal process could be improved?

· Which criteria could the ACP take into account when giving advices? (considering theory and policy documents)

· Which criteria does the ACP take into account in practice when giving advices (stated in documents and in reality) And is the ACP consequent in applying these criteria?

Overview content

In the next chapter the literature review will be described. Following, the used methods will be explained. The current advisory process will be covered in the next chapter. In this chapter the appraisal process in the Netherlands will be described, including the appraisal arguments which can be applied. The result chapters contain observations of the ACP meetings, results of interviews and the analysis of six cases. Finally, the master thesis will conclude with a discussion of the results and the weaknesses of this research.
Chapter 1: Theoretical framework
In this section, different theories will be described in order to answer the research question of the thesis. With the research questions in mind, it is necessary to look at theories which focus on the content, process and context of policy making and decision making. Theories about policy, health policy making, power, agenda setting, actors and the rules within a policy subsystem will be described.

1.1 Making health policy

Choices are the outcome of a policy making process. Buse et al (2005) define a policy as “a broad statement of goals, objectives and means that create the framework for activity (..) and decisions taken by those with responsibility for a particular policy area” (Buse et al 2005:4-5). Policies are often explicit written documents, but they may also be implicit or unwritten (Buse et al 2005). However there are also other views on policies. Dye (2001) has a more simplistic definition. He argues that public policy is whatever a government chooses to do or not to do. Another definition is given by Anderson (1975), arguing that a policy is an intended action by a (set of) actor(s) trying to solve a problem. However an action can also be unintended (Buse et al 2005). During this master thesis the first policy definition will be used, because it is a broad definition and it does not yet specify the context, process, content or actors involved. 
Based on this definition, health policy covers the actions (or inactions) which influence health care institutions, health care organizations, health services and financial regulations of the health care system (Buse et al 2005).

There are many policy definitions, but there are also many views about the focus of the analysis. A lawyer would look at the different laws and regulations. A doctor would look at health services. An economist would look at the allocation of resources (Walt 1994). However, as Walt (1994) points out, politics are also very important. The way other disciplines look at policy analysis is always influenced by politics. It is therefore important to include who influences policy making, how they do that and under what conditions. 
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When conducting policy analysis, it is important to focus on the content, the process and the context. This means exploring the roles of the different actors and understanding how they interact and influence policy. Walt & Gilson (1994) have developed a framework which focuses on content, context, processes and actors and the interaction between all of them. They call it the policy analysis triangle. This triangle is very simplified and can be applied to all countries. The health policy triangle may give the impression that the complex set of inter-relationships can be simplified. However this is not the fact. In the real complex world, actors are influenced by the context in which they live and work. The context is heavily influenced by political and juridical system, history, cultural and social values, and the economic and demographic situation. The policy making process is influenced by actors with their powers, values and expectations. The content of the policy is a result of all these dimensions (Buse et al 2005). 
1.2 Health policy triangle

The health policy triangle describes the content, process, context and actors who are involved in policy making. Actors are placed in the middle of the health policy framework. An actor can be an individual, public/private (international) organizations or the government. It is important to realize that individuals cannot be separated from the organizations in which they work. Each person has its own personal values and beliefs. These values can differ per person and can differ from the values of the organization for which they work. Important actors during a policy process can also be interest or pressure groups. These groups want to influence those with political power, but do not seek political power for themselves. They can become part of a network which is consulted and can decide on the content of policies (Walt & Gilson 1994). 
In order to understand how much influence each actor has, it is important to understand the concept of power and how this is used. As Buse et al (2005:10) describe it: “Actors may seek to influence policy, but the extent to which they will be able to do so will depend, among other things, on their perceived and actual power. Power may be characterized by a mixture of individual wealth, personality, level of or access to knowledge or authority.” The level of authority depends on the organization and structures in which the actor lives and works. The power of an actor is the result of an interaction between all the actors involved and the structure they belong to (Buse et al 2005).

Political, economic and social factors are part of the context. Leichter (1979) categorizes them as follows: situational, structural, cultural and international factors. Situational factors are impermanent which can influence policy. These may be a one-off occurrence or the public recognition of a new problem. Structural factors are elements of the society which do more or less not change rapidly. One of the examples is the political system, including its openness for society to participate in the policy discussions and decisions. Other structural factors are type of economy, employments rate, nation’s wealth and legal system. Demographic factors and access to biomedical technology are also considered as a structural factor. Cultural factors and social values are also important and influence how society deals with economic or health problems, e.g. the Dutch negotiation culture. Finally international factors are factors which come from outside the country and can influence sovereignty and/or international cooperation, e.g. the European Union. It is important to realize that all these factors are complex and unique in time and setting (Leichter 1979).
The process part of the health policy framework describes and analyses the initiation, development, negotiation, communication, implementation and evaluation of policies. Sabatier & Jenkins-Smith (1993) have developed a framework which is known as the heuristic stages model. It is commonly used to understand policy processes. This framework cuts the policy process into pieces; problem identification and issue recognition, policy formulation, policy implementation and policy evaluation. Problem identification and issue recognition identifies how issues get on the policy agenda and why others do not. Policy formulation analysis refers to how different institutions are involved in formulating policy, how policies are developed and agreed upon and how they relate to each other. Policy implementation explores if and how policies are implemented. Sometimes this stage is neglected in policy analysis. Sabatier & Jenkins-Smith (1993) argue that this stage is important in the policy making process, because if policies are changed during implementation or are not implemented at all, then presumably something is going wrong. Therefore, it is important to explore why, under what conditions and how policy implementation takes place. Finally, policy evaluation explores what happens when a policy is implemented, how it is monitored and whether there are consequences whether its effects were intended or unintended (Sabatier & Jenkins-Smith 1993). Lindblom (1959) and Hunter (1994) do not agree with this linear policy approach. First, the policy making process normally does not follow a stage wise approach. Second, policy making is often not a rational process, as it is influenced by stakeholders, institutions and politicians. Therefore a policy process is a competition between the powers of involved stakeholders and policy makers ‘muddle through’.
The content part of the health policy triangle describes the outcome of the policy process. This means what kind of policy is agreed upon and what kind of a decision is taken. When policy reforms are analyzed, the difference between the old and the new policy including the (un)intended effects are described in the content part. When policymakers agree upon a policy, but the policy is implemented differently, this will be described in the content section as well (Walt & Gilson 1994).

1.3 Power

Power can be understood as the “ability to achieve a desired outcome” (Buse et al 2005:21), by influencing other actors in such a way that they do something which they would normally not do, for example when a stakeholder has power over another stakeholder. Power has three dimensions: power as decision making, power as non-decision making and power as thought control (Buse et al 2005).

Power as decision making implies that the actions of individuals or groups who try to influence or steer policy making and policy decisions is central. Every actor can participate in policy making if it has some political resources, e.g status, access to money, belief or trust, access to (in)formal networks, control over information, person in office and holding office (Dahl 1961). 

Power as non-decision making focuses on the possibility that powerful actors can limit the policy agenda by keeping threatening issues away from the policy arena by manipulating community and political values, institutions and policy procedures (Bachrach & Baratz 1962; Bachrach & Baratz 1963). 

The final dimension of power is power as thought control and focuses more on the psychological part of power. This dimension describes the possibility to influence human behavior. For example by letting people do things which are not in their interests and which they would normally not do. Actors can achieve this by shaping meanings, public values and perceptions of reality by the control of information, the mass media and the process of socialization (Lukes 1974).

How is it possible that people change their opinion and sometimes do things which are not in their best interest? Weber (1948) explains this phenomenon by using the concept of authority. He defines authority as the right to rule or govern. This means that people give their personal judgement away to an authority on the basis of trust or acceptance and let the authority decide for them. Furthermore he identifies three sources of authority; traditional, charismatic and rational-legal authority (Weber 1948). Traditional authority is an authority which is broadly accepted based on the past, socialization and the way of doing things. Charismatic authority is based on the trust in a leader, his/her beliefs and other personal acts. For example the media can create a hype around a person or give someone a position. Finally, he introduces the rational-legal authority, which is based on rules and procedures. Authority is given as part of the office. The office holder is in authority, whereby his/her training or expertise is less important. Buse et al (2005) include an extra authority which is based on technical knowledge and skills which they call technical authority. 
Power is an important variable in the policy process. Normally, many different actors are involved in a policy process. Each actor wants to be heard and influence agenda setting and the final decision. How much influence a particular stakeholder has, depends on the balance of power between the stakeholders and the rules of the policy making game (Buse et al 2005). 
1.4 Agenda setting

The process of inclusion of certain issues on the policy agenda is called agenda setting. Sometimes it is clear why certain issues come on the policy agenda, but sometimes it is not (Buse et al 2005). The most common view is that recognition of a possible policy issue by government is a social process. This also involves a definition of what is ‘normal’ and what is not ‘normal’ (Berger & Luckman 1975). This implicates that the ideology and assumptions in which the government operates are important, resulting in the way how governments define a policy issue, how they look at policy issues and what kind of solutions they come up with. Another implication is that not every actor will agree with the government’s point of view regarding problem definition, problem presentation and possible solutions (Cobb & Elder 1983). There are several models for agenda setting. Two of them are widely used and will be described.

The Hall model argues that a policy issue only comes on the policy agenda when an issue and the possible solution are high in terms of their legitimacy, feasibility and support (Hall et al 1975). An issue and solution are considered legitimate when governments believe they should be concerned and have a right, obligation or society expects them to intervene. Feasibility refers to the implementation process of a policy. Implementation depends on the availability of technical and theoretical knowledge, resources, availability the necessary skilled staff, administrative capability and existence of the necessary infrastructure of government. Support has to be explained as public support for government, the issue at hand and the proposed solutions. If there is little support for government as a whole, it might be difficult for a government to put an issue on the policy agenda and to do anything about it.

The second model is the Kingdon model. This model focuses on the role of policy actors who take advantage of agenda setting opportunities, which are called policy windows, to include issues on the policy agenda (Kingdon 1984). These actors can be inside and outside government. Kingdon (1984) argues that the combination of the characteristics of issues, circumstances, possible solutions and political will can open or close a window of opportunity to shift issues onto the policy agenda. He identifies three different streams: the problem stream, politics stream and policy stream. A government takes policies comes into action when the three streams are coming together. The problem stream refers to the perceived problems requiring government action. Previous actions of the government are taken into account. The policy stream covers the ongoing analysis of problems and possible solutions and the ongoing debate about both of them. The politics stream proceeds separately from the two other streams and describes the political will and events that influences political will, such as change in government or campaigns by interest groups (Kingdon 1984).

Both models are simple and easy to comply. The Hall model focuses on the policy issue and the solution. However the Kingdon model focuses more on the process and the actors involved. 
1.5 Actors

Many different actors can influence agenda setting and influence and participate in the policy making process. The focus will lie upon government and interest groups, because the government, government bodies and interest groups are involved in the appraisal process in the Netherlands.

Government

Howlett & Ramesh (2003) identify two important features of governments systems that affect the ability of a government to make and implement policy, autonomy and capacity. Autonomy refers to the ability of government institutions of making own policy and not just reacting on interest groups. Government should also act in the best interest of the whole community during social conflicts. The capacity of governments to make policy refers to the existence of expertise, resources and the structure of the government (Howlett & Ramesh 2003).

Policy making is affected by the role of the legislator, the executive, the bureaucracy and different interest groups. The legislator has three formal functions; to represent the people, to make or pass laws and to oversee the executive (e.g prime minister or ministers). The executive has more available resources (constitutional, information, finances and personnel) than the legislator. It has the authority to govern the country and to initiate, formulate and implement policies. It is supported in its work by civil servants. Its role involves more than managing policy processes. The executive has too many responsibilities and activities to carry out by itself. Therefore it delegates some of them to the bureaucracy who acts in its name. Civil servants also influence the policy process because of their knowledge, skills and experience. Normally, executives come and go, but generally most civil servants remain in the system of government. 

Interest groups

The policy process is not only dominated by civil servants or executives, but also by other actors who are involved in the policy making process. Governments often consult external groups to know their views about policy proposals and acquire information. The other side is that these groups try to influence the executive and the bureaucracy. They can use different tactics to do so. They can build (in)formal relationships with those in power, involve the media, organize discussion forums or contact the opposition of the government with their arguments. Some external groups are more influential than others due to different access to power resources (Walt 1994).

There are many different definitions of an interest group. Most definitions include the same three features. First, membership for people or organizations is voluntarily. Second, interest groups try to achieve some desired goals. Finally, they do not want to take formal political power (Walt 1994). 

Political scientists make a distinction between sectional groups and cause groups. Sectional groups are groups whose main goal is to protect and to fulfill the interests of their members and/or part of society they claim to represent. The goal of cause groups  is to promote a certain issue or cause. Their membership is open to everyone who supports the issue or cause although they do not seek personal gain if the cause is successful (Walt 1994). 
Relations between interest groups and government

Some interest groups are more recognized or legitimized by governments than others. Grant (1984) argues that there are two different types of interest groups in respect to the relation between interest group and government; insider and outsider groups. Insider groups are groups which are not officially part of the government structure, but are recognised and considered as legitimate by government, ministers and policy makers. These groups are regularly consulted and are expected to play by the rules of the game, e.g. confidentiality about ongoing policy discussions. Examples of insider groups are associations of doctors, hospitals, health insurers etc. Outsider groups are either organisations that choose to act outside government processes or are not recognized as a legitimate player by the government. Examples are movements who take direct action against clinics or laboratories (Grant 1984). 

Classification of interest groups implies that they can fulfill different functions in society. Peterson (1999) identified 7 functions:

· Participation: Interest groups can be an alternative way for voters to participate in politics and communicate their opinions to politicians.

· Representation: More and different opinions are communicated to policy makers for consideration.

· Political education: Members can learn about the political processes

· Motivation: Interest groups can work as agenda setters, provide new information or new policy options by their scientific and political activities and thereby change the government’s point of view about certain issues.

· Mobilization: Interest groups can build pressure for action or gain support for new policies or policy options.

· Monitoring: Interest groups can asses the performance and behavior of governments and monitor policy outcomes

· Provision: Interest groups can deliver services to their members because of their specific knowledge about a policy area.

(Peterson 1999). This overview will be helpful to classify the functions of interest groups in the appraisal process.
There are several ways of understanding formal and informal relationships between the government and actors within the policy making process. One way of understanding this, is by identifying the various policy subsystems or policy communities in which they interact. A policy community or policy subsystem is a recognizable subdivision of policy making, for example the formulation of the content of the basic benefits package. Some subsystems are small, very stable and have a highly exclusive membership. Other systems are larger, less stable and membership is less exclusive (Howlett & Ramlesh 2003). Other authors see policy communities as integrated networks marked by stability of relationships, exclusive narrow interests and persistence over time. Furthermore, they identify issue networks which are interdependent and unstable because of their numerous members. Usually these networks have a consultation function in relation to policy development (Marsh & Rhodes 1992). 
It is important to realize that within a policy community there is a lot of interaction between the participants by formal and informal relationships. Different actors will be involved in changing degrees depending on the policy issue. Policy communities are not necessarily the same as consensual networks. Recently, health policy communities are increasingly marked by conflicts between a range of different interests represented by for example providers, society and government (Lewis 2005).

Within a policy community or subsystem, there are two types of motivations which can explain the actions of the involved actors; knowledge or expertise and material interests. Governments treat interest groups differently (Howlett & Ramlesh 2003). Most of the time sectional interest groups are given insider status and are regularly consulted by the government, because of their knowledge and expertise and their resources for sanctions. Cause groups are generally based on material interests. Although they can be highly regarded by governments, they have less resources for sanctions. Consequently. governments regard them as outsiders, or these interest groups choose to be an outsider by themselves.

1.6 The rules of the game within the policy subsystem or community

As Lewis (2005) describes, there are increasing tensions between stakeholders about how to solve important health policy problems especially in the Western world. It is the challenge to come up with a framework for explicit rationing in order to develop a fair distribution of health care resources and to start a public dialogue to ensure the legitimacy of the process (Sabik & Lie 2008). But Sabik & Lie argue that there is little evidence the establishment of a values framework had any influence on health policy. 
For this reason, a different approach is needed (Daniels & Sabin 1997; Holm 2000; Daniels 2000a; Daniels 2000b; Daniels & Sabin 2008). In the words of Holm (2000:31) “If we cannot find rule-based systems which legitimize the decisions, we will have to devise priority-setting processes that can lend legitimacy to the outcome”. Daniels & Sabin (1997) recognised earlier that democratic societies had difficulties in finding consensus on distributive criteria for health care resources and the need for legitimacy of these decisions. They argue that when fair deliberative procedures are in place, a range of acceptable answers can be created. The authors propose a framework for institutional decision making called accountability for reasonableness and it consists of four criteria (Daniels & Sabin 1997):

· Publicity: Resource allocation decisions including the underlying grounds must be made public. Transparency can open decisions and the arguments will be open for debate by all who are effected.

· Relevance: The arguments underlying the decisions must be agreed upon by fair-minded people with the goal of meeting health care needs fairly in a context of scarce resources. Arguments should have a scientific basis and should contain reasons and principles that are accepted as relevant for meeting this goal. Stakeholders can improve the discussion by bringing in new options or opinions. However it is not a necessary or a sufficient condition for accountability for reasonableness.

· Revision and appeal: There must be a mechanism that brings in the societal perspective. It should give those, who are effected by a decision, the opportunity to reopen the discussion and to give decision makers the chance to reconsider their decisions in the light of extra (new) arguments or (new) evidence or societal values.

· Enforcement: There is either voluntary or public regulation of the process to make sure that all the three above mentioned criteria are met. 

(Daniels & Sabin 1997; Daniels 2000a; Daniels 2000b)

1.7 The decision-making procedure: scientific background

A decision-making procedure can be divided in three stages; the assessment stage, the appraisal stage and the decision making stage. During the assessment and appraisal phases a committee can be established to conduct the assessment and appraisal (Le Polain et al 2010).

The assessment stage

In the assessment phase the medical/clinical and health economic outcomes of an intervention, drug or assistive device will be calculated. Next to this they will be compared with already existing and reimbursed entitlements. During the assessment stage, the (incremental) medical efficacy and efficiency and the (incremental) cost-effectiveness ratio will be determined. The assessment can also describe other important issues for the review, such as related organizational and ethical aspects. An important element of the assessment is an objective (as far as possible) description of the scientific evidence, the quality of the evidence (by which the quality of the underlying studies can be taken into account) and the uncertainty surrounding the outcomes. All these results can be published in a technical assessment report (Hutton et al 2006). 

The appraisal stage

In the appraisal phase a societal evaluation of the intervention takes place, which was subject of the technical evaluation in the assessment stage. Appraisal is context-specific. During this stage the societal value will be examined by weighing the outcomes of the assessment with other (social) criteria. These other criteria can reflect the goals of the health care system, such as equity, solidarity, quality of care and the sustainability of the health care system (= total costs). Other non-health related criteria can also be reviewed and taken into account, like societal preferences. 
The consequences of a positive or negative reimbursement decision can also play a role in the weighing, for example the effects on the health care system or the national economy. These non-health related criteria could also be later included in the decision making stage. Not all these criteria can be measured objectively. During the appraisal an intervention is valued on all the (social) relevant criteria and the assessment report and is tried to estimate society’s willingness to pay for this intervention. During the appraisal a value judgement is made and can be published in a reimbursement advice (Stevens & Milne 2004). 

The decision making stage

During the decision making phase the reimbursement decision is taken. The decision is based upon the assessment report and the appraisal outcome, in which health related and non-health related criteria are weighted (Hutton et al 2006). Decision makers and policy makers have a big public responsibility and are expected to take responsibility, not only by making a decision, but also by taking the responsibility for the consequences; namely society’s health. When decisions are taken, it is important for decision/policy makers to have two goals; a better health for society and the development of a sustainable economy, because a healthier society can stimulate a more productive economy and can result in more prosperity and well-being (Figueras et al 2008). When societies choose to include all the criteria in the appraisal stage, the appraisal- and decision making phase can be merged. Some countries have the structure where a minister has discretionary power for taking reimbursement decisions (Le Polain et al 2010). 

The committees for assessment and appraisal

The committees, which respectively operate in the assessment or appraisal phase, are expert committees. These committees could be formed according to two different models; the deliberation-driven model and the assessment-driven model (le Polain et al 2010).

In the deliberation-driven model, the expert committee consists of members who are delegated by the relevant stakeholders. The aim of this model is to include societal preferences by letting relevant stakeholders participate in the expert committee. The representatives are appointed for a certain period and participate in all the appraisals that take place during this period of time. By organizing it in this way, space is created to judge every new intervention. This model can only succeed with the searching for and appointing members who dare to take responsibility and are honest persons, who look for common acceptable decisions. Also, they have to be familiar with the goals and procedures surrounding health care basic benefits package management. It is not sensible to include lobbyists in the committee, because they are not open for taking responsibility, fair and decent argumentation and consensus. They have another role in the process, which is not compatible with the committee’s goal (Le Polain et al 2010).  

The expert committee of the assessment-driven model has only scientific and other discipline experts as committee members. In this model several (social) criteria have to be weighed by the members for each advice. The weighing can be influenced by the public opinion about an intervention, by formal or informal contacts with patients, branch organizations, manufacturers and the media. Lobbyists can always influence committee members, but to a lesser extent than in the deliberation-driven model (le Polain et al 2010). 

The two different models do not evaluate the objectivity and transparency of the process. It is important that committee members take societal considerations into account independently from their personal opinion and/or the composition of the committee should be broad (different backgrounds) so that societal preferences are best represented. Next to this, it is important to determine a process for establishing an advice. This can be done by reaching consensus, minimum presence of committee members and a voting system. An advice can be accepted via majority voting or another defined percentage with some specific rules (Le Polain et al 2010).

Chapter 2: Methods

To answer the research questions and the problem statement, the following methods were used:

· Literature analysis in relation to the research questions (for example by analysing policy documents)

· Interviews with representatives of several health care stakeholders

· Interview with a representative of the Health Care Insurance Board (CVZ)

· Interview with a representative of the ministry of Health, Welfare and Sports (VWS)

· Attending public meetings of the Advisory Committee Health Care Package (ACP)

· Analysing appraisal documents/meeting documents of the ACP

Literature

The used literature for answering and supporting the research questions come from several books, scientific articles and policy documents. The following Dutch words were selected to search for documents of the Dutch situation: pakketbeheer, maatschappelijke toetsing, economische evaluatie, adviescommissie pakket, pakketprincipe, appraisalcriteria en organisatiestructuur CVZ. The following databases were used: PubMed, Science Direct, Open Access, BMJ, Cambridge Journals Online, Sage Journals Online, JStore, Springerlink, overheid.nl and Google. Furthermore, literature was found via references of used books and articles. Policy documents from the ministry of Health and the Dutch Health Care Insurance Board were published online on their websites. Since the introduction of the Health Insurance Act, health care package management has evolved. For this reason, the literature search for the Dutch situation started in 2006. The following search terms were used: appraisal, assessment, health technology assessment, agenda setting, policy process, power, health policy, policy making, policy comparison, policy analysis, health policy analysis, rationing, priority setting, actors, stakeholders, resource-allocation, evidence based medicine, effectiveness, cost-effectiveness, burden of disease and necessity. For a reflection about the advisory process, an integral policy model that combines theories about contextual factors, process factors and content criteria was used. The Walt & Gilson model (1994) explains the context, process, content and involved actors. This model was used to analyse the advisory process surrounding health care package decisions. 

Interviews

Several interviews have been conducted with umbrella organizations in the health care sector. The interviews were semi-structured. For every interview the topic list was based upon the theoretical framework, the description of the Dutch advisory process and the results of earlier interviews. The questions (see appendixes 1-3) were derived from this topic list and structured on the basis of the health policy triangle (Walt & Gilson 1994); context, process and content. Because the interviews were semi-structured, it was possible to ask questions based on the answers of the interviewed person.

In total eight representatives were interviewed. Interviewees were representatives of the Dutch Health Insurers (ZN), Actiz (organisation of health care entrepreneurs), Federation of Patients and Consumer Organisations in the Netherlands (NPCF), Association for innovative medicines in The Netherlands (Nefarma), Royal Dutch Medical Association (KNMG), Dutch Hospitals Association (NVZ), Health Care Insurance Board (CVZ) and Ministry of VWS about the advisory process surrounding CVZ-reports. Subtopics were the kind of subjects, the process, the outcomes of the process and transparency. Finally, the stakeholders were asked about their familiarity with the Appraisal Committee (ACP).

In addition, an interview was conducted with a representative of the ministry of health and the Health Care Insurance Board (CVZ). The interview with the representative of the CVZ was about the process of the ACP. The interview with a ministry official concerned the ministry’s pattern of expectations of the advisory process, issues surrounding the Appraisal Committee (appointment, genesis, how is the ACP monitored/followed) and the decision making by the ministry and parliament.

A transcript was made for all the interviews. Every interviewed person was given the opportunity to make corrections on this transcript, upon request by the interviewee. The interviews were analysed by coding (the code words are provided in appendix 4).

ACP-meetings

The Appraisal Committee (ACP) is part of the appraisal process in the Netherlands. The committee meetings are public. These meetings were visited in order to get an insight in the committee’s functioning.

In total, eight meetings were visited: 16th July 2010, 27th August 2010, 11th March 2011, 21th April 2011, 20th May 2011, 1st July 2011, 26th August 2011 and 23rd September 2011.

The public meetings were followed and observed from the public gallery. Notes were made according to a preliminary drafted observation protocol (see appendix 5). An observation protocol was used to structure the observations. This protocol had four sections; general/context, process, content and reflection.

The general/context field had a description of place, time, attendance of committee members, any guests and/or public participation.

In the process, notes were made about the completeness of the meeting papers, the necessary knowledge with the committee members, how individual members react on each other arguments and whether they seek for consensus, if some members are more dominant than others and the general atmosphere.

The content box contained notes about the arguments the members brought forward in the discussion.

The final section contained reflectional thoughts.

Analysing appraisal documents and meeting papers of the ACP

A selection of advices by the Health Care Insurance Board (CVZ) and the Appraisal Committee (ACP) have been analysed by using the appraisal documents of the CVZ and the meeting papers of the ACP.

The analysed reports cover the following topics: reimbursement limits of hearing aids, obstetric care, description of HIV medication, incontinence material, physio- and manual therapy and finally the advice regarding the treatment of oral mucositis (xerostomie) with artificial saliva or mouthwash medicine. These advices were selected, because they had a clear context and were discussed in two of the meetings which were visited.
The selection of advices has been analysed with an analytic framework (see appendix 6). This framework contains the package principles of the CVZ, possible appraisal arguments (based on the appraisal documents), possible outcomes, and the actual used arguments used by the CVZ and ACP. The actual arguments that were used by the CVZ and ACP were derived from the definite advices, the reports of the ACP-meetings and the notes of attended meetings (boxes content and reflection). For each used argument a scale of decisiveness was added. Finally the question whether a combination of important arguments lead to the same outcome in different cases was researched.

Chapter 3: Advisory procedure Health Care Basic Benefits Package
This chapter describes the advisory procedure in the Netherlands in detail, according to the assessment and appraisal phase, as described in the previous chapter. At first, the process of package advice in the Netherlands will be described, followed by (possible) arguments for appraisal.

3.1 Health Care Basic Benefits Package advice in the Netherlands

The Health Care Insurance Board (CVZ) is responsible for health care basic benefits package management. The Board advises the minister of Health, Welfare and Sports (VWS) about the contents of the package of the Health Insurance Act (ZVW) and the Long Tern Care Act (AWBZ). The purpose of package management is to secure that people get paid for the costs of health care. This health care must be accessible and of good quality standards. CVZ’s process consists of four phases: agenda setting, assessment, appraisal and completion, and monitoring (CVZ 2011a). 

Phase 1: Agenda setting

At first, possible subjects are listed amongst others from the health care insurance companies and from the ministry of VWS. Possible subjects may come up during meetings with relevant stakeholders in the health care sector. Also signals from the media and from society are picked up. After this inventory the definite subjects are selected and are listed in the package agenda. This will be the agenda of the CVZ for the next two years. This agenda can be changed by sudden requests for advice from the ministry of VWS about a specific subject. The final selection of a subject depends on how the problem statement is formulated, the actual status of science and the social relevance of a subject and/or advice (CVZ 2011a).

Phase 2: Assessment

Before an advice about a certain health care product can be given, information will be collected  by both literature and field research, and consultation of external parties and experts. All collected information will be described and weighed on the basis of the four pre-determined package principles: necessity, effectiveness, cost effectiveness and feasibility. The result is described in a technical report, which also includes an advice in draft (CVZ 2011a).

Phase 3: Appraisal

The CVZ selects and consults the stakeholders at the executive level about the advice in draft, for instance health insurers, patient organizations and providers of health care. Other relevant umbrella organizations are consulted as well. The next step is to offer the advice in draft and the reactions of stakeholders to the Appraisal Committee (ACP). The ACP evaluates the advices of the CVZ on social aspects (amongst other considerations regarding justice and solidarity). The committee is installed by the minister of VWS. After discussions in the ACP about the advice and the received reactions, the advice is finalised by the Board of Directors of CVZ (CVZ 2011a).

Phase 4: Completion and monitoring

In this phase the final advice is given to the minister of VWS and is published on the CVZ website. All concerned parties are informed about the contents of the final advice. Then political decision making starts. The minister takes a decision and the parliament debates and votes about the (eventual adjusted) text. At last, the CVZ evaluates the effects of the package degree (CVZ 2011a).

As described in a previous chapter, in theory the phase of assessment only consists of a description of quantitative values, such as, effectiveness, cost effectiveness and burden of disease. A judgement of this description, to come to an advice in draft, should in theory be part of the appraisal phase. This shows that in the Dutch procedure of decision making the phases of assessment and appraisal are not really separated, but mixed.

3.2 Appraisal phase in the Netherlands

Origin of appraisal in the Netherlands

On January 1, 2006 the Health Insurance Act (ZVW) was introduced. In 2006 the CVZ published a report in which it indicates how it wishes to accomplish package management. It should be cyclical, broach the complete scope of health care and integral. Cyclical refers to the method of package management. The complete scope of health care includes both the ZVW and AWBZ. Integral refers to the process of advising on how advices about the contents of the package are born. The arguments that are used in an advice are both of content and of financial and of social nature. Moreover the four package principles were introduced: necessity, effectiveness, cost effectiveness and feasibility (Mastenbroek 2006).

Reports of the RVZ

In 2006 and 2007 the Council for Public Health and Health Care (RVZ) published two reports with suggestions how package management should be handled in content and in process to secure a good quality package. The council suggests a separate process for assessment (quantitative description) and appraisal (social judgement). The quantitative description should take place on the basis of two criteria: burden of disease and (cost) effectiveness. The result of this description should conform to a pre-determined limit. Generally, this will lead to a decision. RVZ determines a limit of € 80.000 per QALY to start a social debate: what is the willingness to pay of society for health gains. 
Moreover, the council advises to cancel treatment possibilities for health problems with a low burden of disease from the package. During the social audit it is judged whether the decision in principle is desirable on the basis of considerations regarding justice and solidarity. The council also advises that the procedure meets the criteria as suggested by Daniels and Sabin’s Accountability for Reasonableness. This social audit should be done by an independent committee. The council suggests to make this committee part of the CVZ. Each member of the committee should represent a different stakeholder (RVZ 2006; RVZ 2007).

Political considerations

When the Health Insurance Act (ZVW) was introduced, the sickness funds council (Board consisting of nine members) was abrogated and substituted by the technical advisory organ CVZ with a Board of Directors. The Health Care Insurance Board has an independent governing structure (ZBO). The minister appoints the members of the Board of Directors. The minister wanted to create a decisive organization. One of the conditions to achieve this is a Board with fulltime members. Moreover this structure guarantees independence from the minister.

Parliament doubted whether the independence of the Board of CVZ was secured, because the Board reported directly to the minister and the meetings and its minutes are not published. It was the view of parliament that this does not contribute to the acceptability of advices and decisions by CVZ. The minister met the wishes of parliament by appointing an independent committee, which should help CVZ to prepare advices on social aspects (Tweede Kamer 2006/2007a; Tweede Kamer 2006/2007b; Tweede Kamer 2006/2007c; Tweede Kamer 2006/2007d; Eerste Kamer 2007/2008a; Eerste Kamer 2007/2008b; Eerste Kamer 2007/2008c).

Package Management in Practice 2

In 2009 CVZ published Package Management in Practice 2. This report indicated the results of the investigation how CVZ’s starting points and the suggestions of RVZ turn out in practice. According to CVZ the cyclic approach of package management resulted in a systematic and transparent package management with sufficient possibilities for participation. The starting point ‘complete scope of health care’ is difficult to apply, because the AWBZ and ZVW are fundamentally different (Zwaap et al 2009).

The package principle ‘necessity’ consists of two components: ‘burden of disease and necessity of insurance’. According to CVZ the component ‘burden of disease’ is part of the assessment and the component ‘necessity of insurance’ is part of the appraisal, because with this last component social considerations are applicable. Moreover, CVZ indicates that assessment and appraisal are different in theory, but in practice not black-white. In assessment, aspects of appreciation are applicable, for instance to the concepts of burden of disease and cost effectiveness. In appraisal, discussion can also take place about the quality of the details. ACP’s major task is social judgement, but the ACP can also judge the quality of the offered details (Zwaap et al 2009).

For the criterion cost effectiveness, CVZ can determine different limits. For health problems with a low burden of disease it can determine a limit of €10.000,- per QALY, for a high burden of disease it can determine a limit of €80.000,- per QALY. The result of this criterion is not decisive, because other (social) considerations are also important factors (Zwaap et al 2009).

Consultation of field parties

The consultation of the field parties can be divided in two phases. During the first phase a field party is consulted because of its expertise in content about the subject in question. After the consultation in content, CVZ writes its draft advice. The second phase consists of an executive consultation about the draft . Now the field party is consulted in its role as interested party (Zwaap 2008). According to CVZ the first phase is situated in the assessment. The second phase is part of the appraisal.
CVZ wishes to indicate in its advices, the views of the several field parties, because this contributes to the value and the support of the advice to the minister. As a result of this, it is also important for field parties to give their reactions (also when the advice in draft does not meet their views), because in this way their views are brought to the minister’s attention anyway. After ample discussion, CVZ can come to another decision, but the view of the field party is still valuable for (the social and political discussion about) the advice (Zwaap 2008).

Rules of the game during consultation field parties

Consultation should take place on the basis of equality, with respect to the own responsibility of each party. It concerns especially the own interests of the several parties, and not the contribution in content (Zwaap 2008). 

CVZ does not choose the subjects by itself, but involves the field parties. CVZ checks internal and external sources, makes a yearly planning and publishes it. (Field) parties are informed about the global planning. CVZ announces the consultation at least three weeks in advance, so that field parties can prepare themselves. After having received CVZ’s questions, the field parties have four weeks to send their reactions (in writing). In its advice CVZ gives a summary of all items brought in by the field parties and indicates whether it has incorporated a view in its advice. CVZ informs all consulted parties about the advice, at the latest on the date the advice is sent to the minister. Confidential papers, which are exchanged during the consultation, are treated as such by all parties (Zwaap 2008).

3.3 Appraisal Committee (ACP)

The ACP is a committee which has been installed by the minister of VWS, as laid down in art. 59a of the Health Insurance Act. This committee helps preparing the advices of CVZ (as mentioned in art. 66 of the same Act). The way the committee functions has been agreed upon with the Department of VWS (CVZ 2008). Its first meeting took place on April 1, 2008 (Zwaap et al 2009).

Purpose and task of the ACP

The committee’s task is to help preparing advices about the volume, kind and contents of the package. In practice, this means that the committee evaluates CVZ’s advices on social desirability. In this way, ACP takes care of the appraisal (CVZ 2008; Zwaap et al 2009).

Composition of the committee
The committee consists of a maximum of nine members, of which six are external members. The remaining three persons are the members of the Board of Directors of CVZ. The members of the committee are appointed by the minister of VWS. The external members are nominated by CVZ on the basis of their expertise. Selection criteria are, amongst others, social experience and knowledge. Expertise is required in the field of social security, health care and insurance from a scientific point of view, practice and patient perspective (CVZ 2008). The actual members  have a background in the AWBZ-field, a clinician, an ethicist, the executive and political field, a patient perspective and Health Technology Assessment and/or epidemiology (CVZ 2011, interview). In this way it is a broadly selected committee, which should guarantee that an advice in draft is judged from different backgrounds.

Meetings

The committee has about ten meetings per year. The meetings are open to the public. Pre-meetings are not open to public. People interested can follow the meetings from the public gallery. The chairman of the committee is the member of CVZ’s Board of Directors with Health care in his/her portfolio. The chairman can arrange that employees of CVZ or of other organizations attend (part of) the meeting. He can do so, when he himself thinks this is wise or when other committee members ask him to do so. The chairman is responsible for agenda setting. The agenda and the papers in question, except the reactions of the field parties, are published at CVZ’s website one week before the meeting. Afterwards the minutes of the meeting are published as well. The opinions of the individual committee members are published anonymously (CVZ 2008).

Working procedure of the committee
The ACP discusses draft advice and the reactions of the relevant field parties. The advice in draft describes the motivations of the package criteria and the considerations which resulted in the advice in draft. Moreover the draft advice contains a social paragraph, in which all relevant social considerations are inventoried. The integral weighing, which CVZ already applied to the advice in draft, is described in the paragraph package criteria (Zwaap et al 2009).

The purpose of ACP’s discussion is not to judge again the information of the advice, but to determine whether it is desirable, from a social perspective, to include the interventions in the insured package. The information of the report can be weighed differently by ACP and/or can draw different conclusions from the information. The quality of the underlying information will then be discussed (Zwaap et al 2009).

The committee evaluates whether CVZ has made a complete overview of all arguments. Then there is discussion about the weight of each argument and their relation to one another. It is the ambition of the ACP to reach consistency of arguments, rather than applying all kinds of rules (Zwaap et al 2009).

Participation

During the meeting, participation is possible only when a request for this is granted. Everybody can send a written request to the secretary, asking for verbal participation during the meeting. The chairman decides whether this request is granted. Moreover, everybody can send a written reaction to the secretary. The chairman decides whether this written reaction is added to the papers of the committee members (CVZ 2008).

Decision making

Decisions are made by voting verbally. Each member has one vote. The majority of the votes determine the advice of the committee. If voting does not lead to a majority, the vote of the chairman is decisive. The vote is only valid when half of the committee members plus one has voted. Voting blank is regarded as voting, however the blank vote does not count when the results are determined. If the vote is not valid, there will be a second vote in the next meeting. This new vote is always valid, regardless of the number of present members. The committee advises to the Board of Directors of CVZ. As this Board is part of the committee, it knows the ins and outs of the views and the vote of the committee members. Because of the former, the Board is well informed of dissenting views within the committee when deciding over the definite advice for the minister (CVZ 2008).

3.4 Advising in content

When advising, the package principles of necessity, effectiveness, cost effectiveness and feasibility play an important role. Apart from these principles social arguments play a role. It is explained how CVZ applies these principles/arguments. These principles/arguments are used for the analysis of the six cases in a later chapter.
Package principle effectiveness

The package principle effectiveness is evaluated the same as the criterion state of science and practice. CVZ uses the principles of Evidence Based Medicine (EBM) to determine whether interventions meet the criterion state of science and practice. The purpose of the EBM-method is to judge the evidence, collected in a careful process and to use this evidence to come to a decision about the intervention in question. The scientific medical information which is selected is classified by level of evidence. In this way, a hierarchy of evidence is formed. As a result, strong evidence is preferred over weaker evidence. After that, the CVZ decides whether the intervention in questions complies with the criterion state of science and practice. For a positive judgement on this criterion, evidence in the highest category should be available. For a new intervention the rule is that, to comply with this criterion, it should be equal or better than the actual standard treatment (Staal & Ligtenberg 2007).

Package principle necessity

CVZ divides necessity in two elements. The first element is the seriousness of the health problem, also called burden of disease. The second element is the necessity to include the treatment in the basic package or can citizens afford the intervention themselves. When calculating the burden of disease, it is investigated whether the seriousness of the disease legitimates the inclusion in the basic package. With the considerations whether an intervention can be included in the basic package, social considerations are also taken into account. The question whether an intervention has to be included in the package, should be answered during the appraisal. In the assessment only a calculation of the burden of disease will be carried out (Zwaap et al 2009).

The burden of disease is calculated by making a comparison with the health of patients who do not suffer from the health problem. CVZ describes burden of disease as the relative quantity of health which a person looses during his normally expected life span as a consequence of a certain health problem, if this person would not be treated for this, in terms of years to live and quality of life, expressed in QALY’s (Stolk et al 2002). The description of the term ‘burden of disease’ links up with the proportional shortfall method. It concerns the quantity of lost health in comparison with the quantity of health which should have existed without the health problem. The greater this part, the more necessary the treatment (Johannesson 2001; Stolk 2005). Other possible approaches of the term burden of disease are the fair inning method (Williams 1997; Williams 2001) and the severity of illness method (Nord 2001).

Package principle cost effectiveness

CVZ uses costs per year of life corrected for quality of life (QALY) as a standard to measure cost effectiveness. Scientific research has proved that QALY’s are the most valid unity and most useful to express the cost effectiveness of an intervention (Van Busschbach & Delwel 2010). CVZ does not determine a strict limit for the costs per QALY, but could work with a range, the same way the National Institute for Clinical Excellence in Great Britain does. This means that CVZ contradicts the suggestion of the RVZ to determine a limit of € 80.000 per QALY. However NICE applies this range more strictly. This means that the willingness to pay (WTP) for an intervention with one QALY health gain is dependent on the burden of disease. In this way, solidarity is secured for patients with a high burden of disease (Van Busschbach & Delwel 2010). A disadvantage of this package principle is that it is difficult to determine a limit of maximum costs per QALY because, apart from cost effectiveness, other arguments play a role (Van Busschbach & Delwel 2010). It can provoke strategic behaviour (Claxton et al 2008) and it is difficult to determine a WTP-limit which is socially acceptable (Gyrd-Hansen 2007).

Package principle feasibility

The feasibility principle indicates which conditions and consequences concerning the feasibility and sustainability are applicable to an advice. This principle says less about a judgement in content of an intervention. This does not mean, that this criterion is less meaningful. It is not useful to include an unfeasible intervention in the basic package. Feasibility applies amongst others to the financial possibility of an advice. This refers to the macro costs consequences now and in the future. Financial possibility is not the same as cost effectiveness. A favourable cost effectiveness ratio does not mean that it is financially feasible to pay an intervention from the collective means. Several reasons can be valid. At first the financial results can be outside the healthcare sector. A second reason can be that the cost effectiveness ratio will be favourable on the long run, but that the costs of the intervention are too high for the available budget. A third reason can be that the cost effectiveness is dependant on a certain indication. An intervention is only financially possible, when in the execution indication requirements can be applied and maintained, without creating a bureaucratic arrangement (Zwaap et al 2009).

Weighing package principles

Every criterion has its own outcome, which should be weighed in the appraisal. Cost effectiveness could be applied with a range. Necessity/burden of disease is a relative criterion. It is often difficult to make a statement about the effectiveness, because many interventions are not proved to be effective for which several gradations are possible. Besides, a high effectiveness stands for a high certainty and for this cost effectiveness will weigh less. During the weighing of the package principles necessity, effectiveness, cost effectiveness and feasibility are weighed amongst each other and with other (societal) arguments. This weighing will produce arguments in favour and against inclusion in the package (Zwaap et al 2009).

Appraisal arguments

A first argument is the weighing of effectiveness, cost effectiveness and burden of disease: the equity debate. In this debate arguments are exchanged to combine the criterion burden of disease with efficiency arguments (Bleichrodt et al 2005). According to NICE Citizen’s Council: “Severity of disease should be taken ‘into consideration’ alongside the costs and clinical effectiveness evidence” (NICE 2008:4). The more treatments for diseases with a high burden of disease are reimbursed, the more cost effective treatments for diseases with a low burden of disease should be excluded/not included (Claxton et al 2008). 

Another argument is the rarity of the disease. There is a broad consensus in society that patients cannot be victims of non-treatment, because they have a rare disease. This could be a reason to weaken the limit of €80.000,- per QALY (RVZ 2007). However this argument is also criticized, because it is equally difficult explain to society that you spend money for a rare disease and not for a ‘normal’ disease (McCabe et al 2005).

Informal care is an important part of patient care, for example with patients with a chronicle condition. During an economic evaluation informal care is often not considered. However there are positive effects of informal care for patient, caregiver and society. These effects should be weighed in an appraisal as well (De Meijer et al 2010).

The next argument is public health risks. When an intervention is not reimbursed (e.g. vaccinations) it could have major consequences for the patient and society. Therefore, the threshold to use these interventions should be as low as possible (Van Busschbach & Delwel 2010).

It is often stated that budget impact should not play a role in reimbursement decisions (RVZ 2007). However many countries ask for a budget impact analysis for reimbursement decisions. Budget impact seems to be taken into account when the uncertainty surrounding use and (cost) effectiveness increases (Cohen et al 2008).

Another appraisal argument is that there is little overlap with the healthcare sector. There are interventions that are not aimed at curing, but at pleasure seeking (e.g. plastic surgery). The package should focus upon patients who are really ill (Stolk et al 2002).

A few arguments could be summarised in the self affordable/own responsibility argument. There are interventions for health problems with a high prevalence and with low costs. Everybody can get it and (almost) everybody can pay the treatment themselves. For the reimbursement of interventions with a low treatment loyalty (e.g. self help to quite smoking) and of interventions in which the patient has a big influence on the dosage of the treatment (e.g. anti conception devices) the same reasoning is valid. They create uncertainty of the efficiency of the treatment. Furthermore, they make the insurance more expensive amongst others by high transaction costs in relation to the possible reimbursement. An insurance is for high costs. Because of this, these interventions are not suitable for insurance (Van Busschbach & Delwel 2010).

There is broad consensus in society that age, gender, ethnicity, sexual preference and social economic status should not play a role in access to health care (RVZ 2007). Upon this two exceptions can be made. Firstly when there is scientific evidence that the intervention is more effective in some patient groups than in another one, and where the difference can be attributed to this. Secondly when the effectiveness of an intervention is effected by age. This is the only valid reason when age may play a role (Van Busschbach & Delwel 2010). The NICE Citizen’s Council commented on this as follow: “health should not be valued more highly in some age groups or in others and that social roles at different ages should not affect decisions about cost-effectiveness (…) where age is an indicator of benefits or risk, it can be taken into account” (NICE 2008:23).

Often life style/risky behaviour are mentioned as an excluding argument. It sounds tempting to stop reimbursement for interventions which are necessary because of the behaviour of the patient. Examples that are often mentioned are skiing accidents and smoking. However it is difficult to draw a line between risky behaviour and daily accidents (e.g. a broken arm from skiing or falling down the stairs). Life style/risky behaviour could play a role during the treatment. For example a patient with an extreme alcohol problem might not get a new liver (Van Busschbach & Delwel 2010).
This chapter described in general the advisory process for the health care basic benefit package and described in more detail the appraisal process and possible appraisal arguments. In the next chapter, the results of interviews with representatives of stakeholders are described. During the interviews, 

important topics were the familiarity of stakeholders with the appraisal committee (ACP) and the role of stakeholders in the advisory process for the health care basic benefit package.
Chapter 4: Results of the interviews

4.1 Knowledge and purpose of the Appraisal Committee
All representatives are familiar with the existence of the Appraisal Committee (ACP). Furthermore, they are aware that the committee is installed by the minister of VWS and is embedded within the structure of the Health Care Insurance Board (CVZ).

The purpose of the ACP is less clear for the representatives of umbrella organizations. The NVZ sees the ACP’s function is to advise over a well balanced health package, applying solidarity and justice as package principles. It advises the Board of Directors of CVZ. In the end the minister of VWS decides. The NPCF is familiar with the societal judgement which is made by the ACP. However, it is not totally clear to its representative how the considerations of the ACP are weighed by the Board of Directors of CVZ during the final decision making. Actiz thinks that the committee has no other goal than CVZ, namely to assess the appropriateness of health care interventions. Herefore, CVZ applies several criteria and the representative can not imagine that the ACP would apply other criteria. CVZ follows a more careful process via its committee system, in which the committee functions as ‘a kind of side kick’. Nefarma, KNMG and ZN are familiar with the aim of the ACP, namely to judge the concept advices of CVZ from a societal point of view.

The interviewed umbrella organizations have the view that the members of the ACP are experts in several fields. Some interviewed representatives question the chosen structure of the committee. The Board of Directors of CVZ are part of the committee. This can influence the independency of the committee. They expect the committee to give independent advices. According to the representatives, the meeting may be led by an employee of CVZ, though this person is not allowed to participate. They believe that under the current construction, there is not enough separation of powers. Nefarma points out that the ACP has grown into its role. In the beginning, the representative was under the impression that the committee would always follow the pre-advice of CVZ, but now it acts more independently. The effect of the committee depends of CVZ.

The representatives of the ministry of VWS and of CVZ are satisfied with the chosen construction. The ministry points out that all conditions set out by parliament are fulfilled, namely an independent committee embedded in the structure of CVZ, the committee members are appointed by the minister and the meetings are public. For the representative of CVZ, participation in the committee has an added value, because its representative is able to give clarifications to the committee when necessary. During final decision making over an advice, the Board is better able to weigh possible different points of view within the committee. The composition of the committee is determined by CVZ and the ministry. The external members are selected based on their knowledge, expertise and experience. The committee is independent and is treated as such by the ministry. Therefore, the committee is no communication partner for the ministry. The ministry only communicates with the CVZ.

During meetings there is a possibility for verbal participation. The representatives who follow the ACP actively are familiar with this possibility. It sees this possibility as its last chance to bring forward their points of view regarding a certain advice.

4.2 Advisory process

The umbrella organizations participate in the advisory process in different ways. The NVZ points out that they are situated further from package management and are less involved in issues related to medical content. They do participate in the yearly process of package advice. Furthermore, the representative states that the CVZ makes good quality analysis and writes clear reports. The KNMG points out that since a few years they are more involved in the advisory process of package advices. The representative explains that by cooperation with several parties you are able to seek expertise and support for an advice. An additional asset for the KNMG is their knowledge of the agenda of CVZ and CVZ knows where to expect possible hurdles. KNMG and NPCF have approximately once in the two months consultation. NPCF discusses the package agenda with CVZ. This way, NPCF is able to inform member patient organizations on time and asks if they want to be involved. If this answer is positive, NPCF leaves the consultation to them. Only for system broad themes and themes where no patient organization is present, the NPCF is the consulted party. ZN points out that it always participates in the executive consultation. The representative states that the realization of an advice is a transparent, systematic and clear process. CVZ asks every stakeholder for advice, but is not bound to its reactions. It is very difficult to find a compromise for all these reactions. Actiz participates in the yearly process of package advice, which can influence their members. Nefarma points out that for broad subjects they are consulted early in the process to give a reaction on the content of an advice. After that, the executive consultation follows, in which the same arguments are made again, when they are not adopted in the pre-advice. It is always a possibility that the point that was made is not included in the final advice.

It is important for stakeholders to have sufficient reaction time. NVZ would like to have more time to react on an advice. NVZ has many members. Therefore it takes a lot of time to consult them. Sometimes the reaction deadline is too short to formulate a precise reaction. The short reaction time can be caused by NVZ, CVZ or VWS. In general, ZN has the feeling that it is involved on time. The reaction time is often sufficient. Sometimes its members disagree and the umbrella organization needs more time to formulate a reaction. When time is available, CVZ has no problem with that. Actiz is informed in time and has sufficient time to react on a pre-advice. According to the NPCF, sometimes patient organizations complain about the short reaction period. The NPCF tries to deliver a positive contribution to stimulate the knowledge about package management and support their members when necessary.

According to the umbrella organizations, the advisory process can be improved. The communication of both NVZ and CVZ could be improved. Sometimes subjects from the yearly package advice still have to be elaborated. NVZ would like to be involved at that stage. ZN points out that an advice of CVZ is not always feasible. CVZ is sometimes seen as a technocratic organ, which is distant from daily practice. KNMG points out that it is important to cooperate with everybody, though it insists on its own role and responsibility. This should lead to feasible advices. The representative believes that the structure change of CVZ has contributed to a greater societal awareness and more serious contact with the health care sector. The ACP may have contributed to this as well. Furthermore, the representative would like to see that CVZ includes societal developments in their advices. Actiz points out that it is important that field parties are allowed to participate and are heard during the advisory process. The representative of NPCF points out that CVZ is not always accessible to the public. For example, the CVZ website does not say what a patient organization could do to get something included in the basic benefits package. A more public friendly website, where research results for package management are published, could have an added value. The representative of Nefarma points out that it is in favour of flexible procedures surrounding reimbursement decisions. There are many different health care interventions, which cannot be evaluated by the same procedure, because these interventions have their own specific characteristics. For this reason it is not possible anymore to use one procedure, but to reach agreement with the relevant field parties on the basis of the  intervention that is being discussed.

After CVZ has published an advice, all parties lobby in parliament to promote their point of view. The ministry of VWS is used to verify facts. 

4.3 Outcomes

NPCF points out that there is a feeling that CVZ does listen to all stakeholders, but it is hard to see this. It is often the case that patient organizations do not get what they want. A lot of advices are exclusion advices. That is never a pleasant message for patient organizations. Sometimes there is the feeling that CVZ does not react on arguments or suggestions made by patient organizations. Nefarma recognises the former comment. CVZ cannot agree with something, but Nefarma and NPCF would like to see the reason for this is mentioned. Actiz realizes that field parties do not always achieve what they would like to. NVZ has the opinion that CVZ is aware of the field parties and justifies why something is incorporated in an advice or not. 
Several stakeholders state that the content of the basic benefits package is the responsibility of  the politicians. In the political debate, a decision can be taken in which the nuances of CVZ’s advice disappear and a suboptimal decision is taken. ZN agrees with this. Its representative points out that ZN judges the advice of CVZ on feasibility, consistency and macro cost level. Furthermore, ZN judges the definite advice of CVZ, but not of the ACP. The content of the package is a political matter. Unfeasible exceptions come mostly from politicians and not from CVZ. KNMG agrees with this last point. KNMG expresses the feeling that CVZ listens better to field parties than before. The representative is not always satisfied with the outcome of an advice, because KNMG does not always achieve what it intends.

For the outcome of the ACP, NPCF points out that it is important that the members of the committee have sufficient knowledge of several schemes in order to be able to have a good discussion. This enhances the trust of the public gallery in the judgement of the ACP. Moreover, the development of the discussion can be influenced by the composition of the present members. Therefore the NPCF urges the committee members to aim at full attendance. 
4.4 Reflecting thoughts

The umbrella organizations are familiar with the existence of the Appraisal Committee. The field parties are rather well informed about the purpose of the committee, namely societal judgement of CVZ’s advices. They believe in this purpose. From the six interviewed umbrella organizations, only two of them actively follow the ACP. These organisations are also familiar with the procedure of the meetings, the frequency of the meetings and the possibility for verbal participation. Other organizations are not familiar with this. It is striking that several organizations have never visited and do not plan to visit a meeting of the committee. This can be explained by the fact that umbrella organisations primarily focus on the definite advice of CVZ and less on the societal advice of the Appraisal Committee.

The chosen composition of the committee is questioned by the field parties. Some field parties think it is odd that the members of the Board of Directors of CVZ are part of an independent committee. Furthermore, it is remarkable that the committee exists of experts on several areas of special attention. This composition differs from the composition which was advised by the RVZ, namely a committee composed of representatives of several umbrella organizations. Both structures have pros and cons. 
The RVZ-model (deliberation-driven model) can create broad support for advices. An important pre-condition is that the representatives are people who want to reach consensus (Le Polain et al 2010). The health care sector has many different field parties. This makes it difficult to reach consensus. Furthermore not every field party could be included in the committee. The current model with mainly experts (more towards an assessment-driven model) has the advantage that the committee members can discuss about the subjects at hand from more distance and therefore can reach a consensus easier. A disadvantage might be that they stand to far from the subjects at hand and could therefore give a less good societal advice.

It is remarkable that in an independent committee, which should formulate a societal advice, the members of the Board of Directors of the same organization, which formulated the pre-advice, are incorporated. This could lead to the impression that CVZ advises itself and that the other members are only included to form part of the committee. This construction raises questions about the committee’s independence. The committee has recognised this. CVZ has discussed with the ministry of VWS the possibility that the members of the Board of Directors of CVZ (except the member of the Board who is chairman of the ACP) would not be part of the committee anymore. The outcome of the discussion was that they remain part of the committee, but with another purpose, namely for illustration, to get an insight in the line of reasoning of the committee and to be able to weigh different points of view within the committee during final decision making.

The advisory process of the yearly package advice is viewed positively by the interviewed field parties. From their point of view, especially the advisory process for single advices could be improved, although during the last few years the advisory process for field parties has already shown improvements. Every umbrella organization has its own wishes which are more or less feasible. Umbrella organizations point out that it is important for them to participate within the advisory process and that they get a reaction on their arguments. Hereby, everybody should respect each others role and responsibility in the process. Field parties understand that they do not always get what they want as long as the process is fair. All interviewed field parties lobby, mostly in parliament. The ministry of VWS is mostly regarded as an information source and less as a possibility to influence. The media can also be used, but in this most parties are have reservations about media involvement in the process. Finally, parliament decides.

The political decision making process is a distinct process which starts after the closing of the advisory process. The decision making process has a complete other dynamic. Political parties have their own ideals, many lobby activities and media coverage. This could lead to suboptimal decisions, even though CVZ writes a report that is correct from a rational perspective.

Not only the field parties would like to have access to the motives of package management, but society would like this as well. A fair and transparent societal discussion, transparent decision making and publication can create public confidence. A committee, like the ACP, should pay attention to these conditions. Independency and transparency will contribute to the societal acceptance and the right to exist of the committee. A good interpretation of these two values is necessary to come to good advices in content and to come to societal acceptable and accepted advices.

Chapter 5: Results ACP meetings
Eight ACP meetings were visited and observed from the public gallery. This chapter describes the general findings of these visits. In the following chapter the results of the six analyzed cases are described.
Pre-meeting

Before the public meeting starts, the ACP has a closed pre-meeting. The subjects discussed during this meeting are unknown, because it was not possible to attend such a meeting. The representative of CVZ points out that only procedural aspects are discussed, but no discussion about the content takes place. Furthermore, the committee is briefed with internal CVZ news and is told who will sit on the public gallery. However, it is not able to check this. Normally, the pre-meeting takes longer than the time reserved for it.

Public gallery

The meetings of the ACP can be attended from the public gallery. It is not possible to participate in the meeting without making a formal request for verbal participation. It seems to depend on the subjects of the meeting how many persons attend the meeting. Normally a few employees of CVZ visit the meetings, but not many external visitors do. However during the meeting with the final discussion about the budget cuts advices (see next chapter) many external visitors were present. These external visitors were mostly representatives of umbrella organizations, but also from specific pharmaceutical companies or health insurers. There were also meetings when there was no other external visitor at all. 
Attendance & conflicts of interests
In all the meetings there was only one meeting when the committee was complete. Mostly a member of the Board of Directors of CVZ and/or one external member were not present. It also happened that members of the committee left during the meeting. This happened twice. In order to create the best circumstances for a ‘societal’ discussion all members should be present as often as they can.
Every meeting starts with the question of the chairmen whether there are conflicts of interest for the external members with a certain topic on the agenda. In none of the meetings the members reported a conflict of interests and from my point of view there were no topics when a member should have reported a conflict of interests.
Subjects

During the ACP meetings mostly subjects regarding the content of the Health Insurance Act were discussed. Less subjects on the agenda are part of the package of the Long Term Care Act. This is logical, because for the package of the Health Insurance Act it is more difficult to maintain the costs within the available budget and it is easier to exclude an intervention from that package.
For most subjects, the papers published on the CVZ website are complete. Only the reactions from field parties are missing. This follows the regulations of the committee.

For most topics the committee has enough knowledge (or gets enough knowledge) to be able to formulate a societal advice. This is based upon the questions the committee members did or did not ask.

Atmosphere

The members respect each others views and arguments. The discussion is about the content of the advice. Every member gets the chance to express his/her point of view. The members try to reach consensus. In most cases this is possible, but not always. 

Chapter 6: Results analysing advices of CVZ/ACP
In this chapter six advices of the CVZ/ACP will be analysed: reimbursement limits of hearing aids, obstetric care, the advice regarding the treatment of oral mucositis (xerostomie) with artificial saliva, description of HIV medication, incontinence material and finally physio- and manual therapy. 

Context analysed advices

The Rutte I cabinet has aimed at a €30 million budget cut on the health budget in 2012 by using stringent package management. The minister of VWS asked CVZ to fill in the earlier mentioned amount. Therefore CVZ has used subjects that otherwise would be judged later. In the first concept reply letter, CVZ clearly expresses its discomfort that it is used for legitimizing occasional budget cuts and refers to earlier outflow advices that were not adopted:

“CVZ does not see it as its duty to advice ad hoc on possible economy measures. Stringent package management should fit in a structural vision on how to come to a good quality standard, accessible and affordable package. (..) Earlier outflow advices, which can yet be adopted (are)…” (translated from CVZ 2011b).

The ACP states that CVZ’s most important task is package management. It also states that the above mentioned formulation can be interpreted as though the CVZ wishes not to be involved in this. However, the ACP agrees with the reference to earlier not adopted advices. Package management should take place from the package principles and an integral vision on an accessible and affordable package. From this follows that the ACP too has a certain feeling of discomfort, not wanting to be used for legitimizing budget cut proposals, unless they come from integral package management and package principles. The ACP is aware that by applying the package principles more cuts can be made than that on first sight might be possible. In the definite concept reply letter the discomfort is expressed more diplomatically:

“The CVZ realises the social context in which it operates and sees the necessity to control the collective expenditures. The CVZ always sees the affordability of the package in relation to quality and accessibility. Because health care expenditure is an important part of public spending, CVZ has often formulated outflow advices in the past. Starting point with an outflow advice is an in content, integral approach based upon the package principles and aimed at an adequate, accessible and affordable package. (…) Finally CVZ sees causes in your letter to bring not adopted advices under your attention again, by you or your predecessor. The current societal circumstances could lead to a different judgement than in the past.” (translated from CVZ 2011c).

The former quotation reflects the tension between an independent governing board (ZBO) and a ministry. A ZBO has a legal duty and is accountable to a ministry. Furthermore, a ZBO can receive an assignment by the responsible minster. CVZ is by law responsible for health care package management and is accountable to the ministry of VWS. By referring to its legal duty, CVZ points out to the ministry, stakeholders and society that it does not exist for filling in budget cuts, but to propose  an accessible and affordable package which is of good quality standards based upon the pre-determined package principles. By doing so it underlines its own (independent) role within the advisory process. By referring to earlier published, but not implemented, advices, CVZ tries to renew the attention for these advices and to show that it has already published possible budget cuts. This further shows that not all advices of CVZ have been adopted and that politicians (minister or parliament) can decide otherwise.

Case 1: Reimbursement limits for hearing aids

In 2010 the cabinet decided not to implement the advice of CVZ to describe functional hearing problems, because of the higher costs. The minister of VWS has asked CVZ to research the financial implications of cancelling the reimbursement limits for hearing aids in order to be able to describe functional hearing problems at a later point in time.

CVZ has analysed the market for hearing aids. In the Netherlands the prices for a hearing aid lies between €485,- and €2100,-, in which no relation can be established between the price and the quality of the hearing aid. Despite the maximum reimbursement a lot of people have to pay extra. At this moment there is a trapped maximum reimbursement limits scheme, in which the amount of reimbursement depends upon first buy or replacement, replacement period and age of the insured. CVZ estimates that cancelling the reimbursement limits would cost between €26 million and €73 million.

Furthermore, CVZ has researched the following possible work off effects of restoring hearing ability by reducing absenteeism & health care use, substitution to more simple listening devices and expand utilization time. CVZ expects positive effects, but is not able to quantify them. 

CVZ concludes that the market for hearing aids does not function well. Health insurers have no incentive to negotiate with providers about the price, because of existing maximum reimbursement limits. As a consequence the insured are confronted with co-payments. Furthermore, the process to choose a hearing aid is not transparent. Finally, appropriate use is discouraged, because consumers are informed by suppliers when they are entitled to receive a new hearing aid. 

According to CVZ, introducing a functional description of hearing problems can only be cost neutral when a co-payment is introduced. By doing so, health insurers get a negotiation incentive and consumers have an incentive for appropriate use. CVZ has weighted the pros and cons of a fixed co-payment (€175) and a percentual co-payment (25%). In its analysis, the percentual payment has the least cons; only people who need a more sophisticated hearing aid have to pay a higher co-payment than in the current situation. At the same time it is expected that because of price reduction of a hearing aid, the co-payment will be less than in the current situation.

The ACP agrees with this line of reasoning.

The report focuses on the market for hearing aids and the negative incentives in the current financing scheme. The scope of this report is striking, because market analyses are mostly conducted by the Dutch Health Care Authority (NZa). The reason for introducing a co-payment is not the outcome of the package principles, but to keep the hearing aid in the health package budget neutral. A certain application of the package principles can be derived of the former. Hearing aids are regarded as a necessity to insure and are used implicitly as a decisive argument to come to the chosen solution. The effectiveness of hearing aids is not questioned and the feasibility remains the same with the current situation. Cost effectiveness can improve, because by negotiations the costs per hearing aid will drop. Budget impact, appropriate use and a better access to care and improved quality care are named explicitly. Hereby budget impact and appropriate use can be regarded as decisive, because by introduction no extra costs were allowed.

Case 2: Obstetric care

For giving birth at home, a low co-payment is required. For giving birth in an institution (without medical indication), a high co-payment has to be made. However, health insurers interpret this segregation differently. The Netherlands has a higher death rate for babies. In order to reduce this rate, the steering committee Pregnancy and Birth has recommended to cancel the co-payment for giving birth in an institution (without medical indication).

CVZ has analysed the structure and financing of obstetric care. The co-payment is determined by the location of delivery in combination with(out) a medical indication. Secondary obstetric care takes place in an institution on the basis of a medical indication (for example fight against pain) and has no co-payment. Primary obstetric care can take place at home or in an institution. By childbirth at home the low co-payment (€31,20 p.d.) is charged, by delivery in an institution the co-payment is higher (€302,50 p.d.). The obstetrician determines together with the woman the place of birth based on care related considerations (risks for delivery at home; for example fear, distance to hospital or location of the residence).

CVZ establishes that in the current financing scheme an undesirable incentive is included, when a request for pain treatment is made to avoid the high co-payment for delivering in an institution. CVZ has the opinion that financial arguments are not allowed to play any role in the choice for the place of delivery in primary obstetric care. On the basis of this, CVZ advises to introduce the low co-payment for primary obstetric care as a whole.

Furthermore, CVZ establishes there are a lot of different institutions for primary obstetric care. These institutions differ from each other in care options (obstetric care and/or maternity care) and the attainableness of a hospital. CVZ advises to introduce quality criteria for the attainableness of a hospital from primary care institutions to secure good quality care.

The ACP agrees with the advice to cancel the high co-payment for primary obstetric care and stresses the quality requirements for primary institutions particularly for the attainability and availability of secondary care.

This advice of CVZ is about a change in financing and is not an exclusion advice. Implicitly, the use of certain package principles can be derived. Primary obstetric care is partly considered as a necessity to insure, because of the levy of a co-payment. The (cost) effectiveness of obstetric care is not discussed. However CVZ/ACP create a prior condition for the feasibility of the advice, namely the development of quality criteria.

A decisive argument for the CVZ to replace the high co-payment for the low co-payment is that financial arguments should not influence the pace of child birth in primary obstetric care. In this example, equality in access overrules the self-affordability argument in necessity to insure. From this can be derived that for (upcoming) families with a low income (low SES) no barriers are set for the choice for delivery in a primary institution. Implicitly, it is said that this might be the reason for the relative high antenatal death rate in the Netherlands. Furthermore, the high co-payment could be an incentive to ask for pain treatment (no co-payment). This incentive will also be present after the introduction of this advice, although the incentive will be less.

Case 3: Treatment of oral mucositis (xerostomie) with artificial salivas
The medical aid Caphasol ® is an electronic solution to moisten, to smear and to clean the oral cavity. This aid device can also be called artificial saliva. A health insurer asked CVZ of this aid device is necessary to insure care.

CVZ states that artificial salivas are an effective way to lighten the symptoms of xerostomie (temporarily) and meet the standard of science and practice. In this, the chemical composition is of no importance. With the functional description of aid devices, these devices will become part of the basic benefits package.

Next CVZ applies the package principles to determine whether ensuring care of artificial salivas are a necessity:

· Effectiveness: artificial salivas/mouthwash medicines are equal to the standard treatment (for example mouth gels) and are effective for lightening the symptoms of xerostomie (temporarily). It is not necessary to use a specific brand.

· Necessity: The burden of disease depends on the health problem that causes xerostomie and on the gradation of xerostomie. The costs per artificial saliva differ. The average reimbursement from the additional insurance differs strongly. Health insurers reimburse on average €112,- per insured per year for mouthwash aids. Mouthwash aids are freely obtainable at the chemist or pharmacy and have never been part of the basic benefits package before.

· Cost effectiveness: A more expensive brand is not more effective than a cheaper brand. For the treatment is the cheapest brand sufficient. Other details in relation to the cost effectiveness are not stated.

· Feasibility: At this moment artificial salivas are reimbursed from the additional insurance. Nationwide is it about 1724 insured. The total costs on macro level are €193.088,-.

On the basis of the necessity principle, CVZ concludes that artificial salivas should not be included in the basic benefits package.

The ACP could not give a consensual advice to CVZ’s Board of Directors. On an earlier occasion the ACP advised that the insured could be charged for self aid devices. The discussion concentrated on the relation between the self affordable argument and the seriousness of the disorder (especially with malign complaints). On the one hand, xerostomie with malign disorder in the head-neck area has a high burden of disease. On the other hand, artificial salivas are marked as self aid devices. The insured can be charged for these devices. An exception for the above mentioned group would deviate from the earlier point of view of the ACP. The voting ratio within the committee was fifty-fifty. In addition, the more common question was whether an insured with a serious condition, who uses maybe more self aid devices, can be expected to pay all of it himself.

CVZ has decided not to add artificial salivas in the package. The underlying reasons lie primarily in the necessity package principle. This principle contains a description of the burden of disease and whether an intervention should be publicly insured from a societal perspective. CVZ answers the last question with no. CVZ thinks that €112,- per year is self affordable. In addition, these advices have never before been part of the package, are freely obtainable and are not more effective than the standard treatment. An indirect consideration is that these artificial salivas could be insured well in additional insurances.

The burden of disease plays a minor role in the considerations of CVZ. It does play a role for a part of the ACP. Xerostomie is derived from the treatment of malign disorders. The burden of disease is high. Without artificial salivas, recovery is slower. Artificial salivas are seen as an integral part of the treatment and should therefore be reimbursed. 

This discussion shows the dilemma within the criteria burden of disease. On the one hand the burden of disease per indication (group level) can be established. On the other hand the underlying co morbidity (individual level) can also be included. This discussion shows the tension between burden of disease, effectiveness and costs (self affordable argument). The outcome of this debate can differ per subject, but it is a good example of a discussion that should take place within the appraisal stage.

Case 4: Description of HIV medication
From 2000 the minister of VWS has handled a special reimbursement policy for HIV medication. After admission, these medicines are part of appendix 1B and appendix 2 of the Medicines Reimbursement System (GVS). This means that these medicines are fully reimbursed. New medicines have increased the available treatment options, including combination treatments. With a correct use of these medicines the life expectancy of a patient with HIV will be expanded. According to CVZ, a HIV-infection has become a chronicle condition. CVZ questions whether the special status for HIV medication is still justified.

According to the treatment guideline of the Dutch Association of AIDS Specialists (NVAB) there are three equivalent combination treatments possible for patients who are treated for the first time. In 2009, the total costs for HIV medicines outside the hospitals was €125 million (on average €9706 per user per year). CVZ has the opinion that the special status of HIV medication in the GVS is no longer necessary. CVZ has investigated several possibilities to reduce costs. The condition that the quality of care remains the same is maintained.

1. Grouping: In this option is investigated which HIV medication are mutual replaceable and could be grouped to realise a cost reduction. On the basis of present CVS cluster criteria CVZ sees no possibility to form groups. The consequences of adapting the cluster criteria (for example on other medicines in the CVS) can not be judged. Furthermore in clinical practice HIV medication are used in combination, but the GVS judges these medicines separately.

2. Transferring: The minister can transfer HIV medication from the GVS to the cure budget (Kader Geneeskundige Zorg), as is done for the TNF-alpha-blockers. Every institution can than negotiate about the price, which can possibly lead to cost reduction. However several stakeholders have their doubts about the financial consequences for hospitals, choice limitation for a doctor and a worsening of the accessibility of health care, medication safety and patient friendliness. 

3. Generic competition: The regulation surrounding patents protection is complex. Ten to fifteen years after market introduction it is usual for medicine groups that generic products enter the market. The first HIV-medicine was introduced in the Dutch market in 1987, but there are still no generics present to start competition. At this moment possible obstructions for a generic market for HIV medicines are unclear.

4. Central purchase: Health insurers and/or HIV-centres could take the role of central purchaser to realise volume discounts. This option can be combined with option two. Because most stakeholders have a critical attitude towards option two, central purchase has also little support.

During the meeting of the ACP, the NVAB introduced its own proposal to include efficiency within the process of description. For example, this can be done by including the price in the electronic prescription system. Furthermore, when reviewing the guideline cost aspects could be included. For future studies, cost effectiveness will play a role as well. By doing so, medical specialists can contribute to cost reduction. The ACP and CVZ are positive about the proposal of the NVAB. They find it positive when doctors think along with cost reduction. When this proposal has sufficient results within reasonable time than it will become the preferred option. However, this is questioned by the ACP and advises to elaborate option two in combination with option four. The committee sees little counterarguments, but formulizes some prior conditions such as accessibility and continuity (therapy faithfulness) of care.

The committee also expresses its concerns about the non forthcoming introduction of generic competition on the market fro HIV medication in order to keep the care for HIV-patients affordable and accessible. The committee draws attention to the prevention of HIV, especially in the age group of 50+.

Package principles are not named directly by CVZ, because this advice is about a change in financing HIV medication. Implicitly, it can be derived from this advice that the effectiveness of these medicines are not questioned, because HIV has become a chronic illness.

The last point is decisive for CVZ to come up with proposals to reduce costs. HIV medication should be part of the package (insured cannot pay the costs), but the burden of disease is no longer that high for these medicines to be excluded from cost reduction measurements (budget impact). From this, it can indirectly be concluded that the more life threatening a disease is, the higher the willingness in society to pay for its treatment. The other two package principles (cost effectiveness and feasibility) play no role.

Besides for the committee prevention, accessibility and affordability of health care play a role as goals of health care, but they are not decisive to come to this advice.

Case 5: Incontinence material

Incontinence material (IA-material) received attention in the Report Broad Rethink Cure 2.0 (Rapport Brede Heroverwegingen curatieve zorg 2.0). Its expectation is that the use of incontinence material will decrease, since pelvic physiotherapy is added to the basic benefits package. Therefore, CVZ has decided to analyse if the reimbursement of incontinence material from the basic package could be limited, for example by indication and/or material restrictions.

CVZ has applied the package principles on the indications for incontinence material.

· Necessity: Incontinence has a high burden of disease if the cause is not treatable, for example with a spinal chord lesion or MS. Stress incontinence has a low burden of disease, even if the treatment by pelvic physiotherapy does not help.
At this moment a part of incontinence users does not use the possibility of declaration. About 30% of the users declare less then €75 per year. 

· Effectiveness: IA-material is effective in absorbing unwanted urine loss.

· Cost effectiveness: CVZ has no details concerning the cost effectiveness of the use of IA-material. Pelvic Physiotherapy is the first appointed treatment. This physiotherapy could often reduce or solve incontinence problems. Since 2009 this intervention is part of the basic benefits package. Health care providers should try pelvic physiotherapy first, before describing IA-material. Health insurers should supervise this to stimulate appropriate use.

On the basis of the necessity package principle CVZ concludes that IA-material is not necessary to insure care for (pure) stress incontinence. CVZ has formulated three scenarios to achieve this. These scenarios are elaborated on feasibility. 

· Exclude stress incontinence: This scenario is good to explain on the basis of a low burden of disease, limited costs and commonly accessible material. However the feasibility has a high administrative burden. Without an authorization system and control on indication system this scenario does not seem feasible. 

· Exclude “light” IA-material: This scenario also effects people with a high burden of disease, who only use “light” IA-material. The costs per insured will be limited, but are more difficult to indicate. In this scenario substitution to heavier more expensive material might occur and also the administrative burden is high (see last scenario). Furthermore a discussion will start about the definition of “light” incontinence material and strategic market behaviour can not be ruled out. For this reason CVZ concludes that this scenario is not feasible.

· Co-payment for incontinence material: This scenario also effects people with a high burden of disease. However, the feasibility is the most simplest and has a low administrative burden. 

CVZ chooses to introduce a co-payment for incontinence material, because it has the lowest administrative burden and a part of IA-material users already pays the materials by themselves. Probably people think it is acceptable to pay for IA-material by themselves until a certain limit. Furthermore, it is easy obtainable from supermarket or chemist. CVZ decides for a co-payment of €75,-. Approximately this amount is what people with a light form of incontinence already pay for IA-materials. The ACP agrees with this line of reasoning.

On the basis of feasibility arguments CVZ finally chooses for the scenario with a co-payment. From the advice can be derived that CVZ would only like to exclude light IA-material and/or the indication stress incontinence, because only then people with a high burden of disease would have least been affected by this measure. For feasibility reasons and because of societal acceptance of a co-payment for aid devices, CVZ chooses to introduce a co-payment. However the reasoning of CVZ regarding the societal acceptance of a co-payment for aid devices can be challenged. People who do not declare their incontinence material with their health insurer, may not be familiar with the possibility of declaring the bills for aid advices or find the administrative burden (keeping the bills and filling in a form) too high. The amount of the co-payment is what 30% of the people declare. CVZ assumes that these are the people with a low burden of disease. They try to spare partially the people with a high burden of disease.

Case 6: Physio- and remedial therapy

CVZ has judged a few physio- and remedial therapy affections on the chronicle list and a few health problems that should be added on that list according to professionals. For certain health problems physio- and remedial therapy is reimbursed from the basic benefits package after the patient has paid the first fifteen session himself. These health problems are set on the chronicle list. During the realization of the chronicle list, the legislator considered it was justified to include three situations in the basic benefits package:

1. Health problems that should be treated continuously for several years.

2. (Acute) health problems, which should be treated once for a longer period in a random year.

3. Health problems, which should be treated during changing periods for a shorter or longer time in a random year or in several years.

At first, CVZ determined via the criterion “stand of science and practice” of the treatment for the selected health problems are effective (e.g. arthritis and PTCA). Next, CVZ applied the package principles.

· Effectiveness: For situations one and two the treatments for the selected health problems are considered as not effective care. According to CVZ long term physiotherapy should for these health problems not be part of the basic benefits package. Short term treatments in situation three are regarded as effective care. Therefore the rest of the package principles are only applied to situation three.

· Necessity: The burden of disease and health care needs differ per person and per health problem. Because of this, there are often no details available. Different patient groups are difficult to separate and there might be co-morbidity involved, CVZ states that is impossible to specify the burden of disease and health care needs.
CVZ has the view that the amount of visits per treatment episode is not that big in volume to be included in the basic benefits package. Even not when there is a chance that in several years for several times short term physiotherapy is needed. CVZ also describes that health insurers include the non-reimbursed part of physio- and remedial therapy in the additional insurance packages. Therefore CVZ concludes that the access to physio- and remedial therapy is sufficient.

· The package principles cost effectiveness and feasibility are not elaborated, because CVZ already concluded that short term physiotherapy is not necessary to insure care. CVZ values the total saving at €50-55 million euro.

The discussion within the ACP was unstructured; because some members did not sufficiently understand the current reimbursement system surrounding the chronicle list. During the meeting, in which a definite advice should be given, only four external members were present. The committee could not formulate a consensual advice to the Board of Directors of CVZ. Two external members were in favour of the concept advice of CVZ. One member abstained from voting, because he/she thought that the current reimbursement system is not logical. One member was against it, because he doubted the way in which evidence can be obtained about the effectiveness of a treatment to avoid a worsening health condition and advises a strict indication policy with a co-payment.

The effectiveness and necessity package principles seem to have been decisive in this advice. The necessity package principle contains a description of the burden of disease and an intervention should be insured from a societal perspective. CVZ answers the last question negatively. Remarkable is the conclusion of CVZ that short term physiotherapy could be paid for by the patient without making an estimation of the financial consequences for the same patient (only for society). When CVZ has doubts about the effectiveness of an intervention, this is decisive for the outcome of an advice. The other two principles are not elaborated.

In the definite advice of CVZ, the majority and minority positions are discussed, but the abstention of one member is not discussed.

Concluding remarks

In the analysed advices of CVZ the package principles were not always used explicitly, because not all advices were package advices, but sometimes a change in financing. Often, the elaboration of the package principles could be deduced indirectly.

On basis of the above analysis the importance of the package principles could be ranked. Effectiveness could be regarded as most important. If an intervention does not fulfil this principle, than it has no chance of being included in the packages and enhances the chance of exclusion. This is also preferred by society. The basic benefits package is destined for effective health care interventions. During the appraisal, a societal debate between burden of disease, self affordable argument and other relevant (societal) arguments takes place. However, the ACP members and CVZ can come to a different conclusion although they use the same principles. In the analysed advices the cost effectiveness and feasibility package principles were less important. 

In the analysed advices, ACP and CVZ would like to maintain a broad package. Non-effective care gets an exclusion advice. For the other interventions the introduction of a co-payment is often advised. The former leads me to conclude that the ACP and CVZ evaluate some interventions as partially necessary to insure care, but because of budget constraints start to introduce a co-payment. In the future, the question has to be answered what the maximum cumulative amount would be. 

On the next page a figure is added with a summary of the analyzed advices. This diagram explains which argument was weighed or was decisive to the outcome of the advice. However it says nothing about the actual application of an argument or package principle. For example a + for the package principle effectiveness means that it was decisive for the outcome of the advice, but it does not mean that the effectiveness of an intervention was regarded as positive.

When there are other arguments used than are mentioned in the report of Van Busschbach & Delwel (2010), these arguments are situated beneath the case in which they are used.
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Discussion
The goal of this study was to evaluate the role of the Appraisal Committee (ACP) in the appraisal stage in the Netherlands. The role of the ACP was analysed on the basis of interviews, ACP meetings and six cases. The analysis was structured by the Walt & Gilson (1994) model .

Actors

Actors in the advisory process regarding the basic benefits package are the Ministry of VWS (Health, Welfare and Sport), the Health Care Insurance Board (CVZ), the Appraisal Committee and stakeholder umbrella organizations. 

The Ministry of VWS is an important actor at the start of the advisory process (for example, by requesting proposals for budget cuts) and ultimately takes a decision on the recommendations.

The Health Care Insurance Board is instrumental in agenda setting, supervises the process and sets down the final recommendation. 

It is important for the appraisal that all arguments are available. Prior to the appraisal process in the ACP, the CVZ selects and consults the stakeholder umbrella organizations on the basis of their (technical) knowledge and skills. According to Grant (1984), these organizations can be considered insider organizations because they are recognized by CVZ as legitimate organizations. During the consultation process, the umbrella organizations have the opportunity to express their views about the subject at hand and suggest new options. These functions correspond with the interest group functions of representation and motivation (agenda setting, providing new information and new policy options) as classified by Peterson (1999).

The Appraisal Committee conducts the appraisal and advises the CVZ about social aspects. The committee does not set down the recommendation; this is the task of the Board of Directors of the CVZ. The committee was mainly composed according to the assessment-driven model (experts) rather than the deliberation-driven model (delegated members), as suggested by the Council for Public Health and Health Care (RVZ 2006; RVZ 2007). A drawback of the latter model is that it is probably more difficult for committee members to reach consensus, because they are delegated by relevant stakeholders (Le Polain et al 2010). In the actual model too, however, committee members sometimes seem to have difficulty reaching consensus. In two out of the six cases, the ACP was unable to give a consensual advice to the Board of Directors, because the ACP member who especially considers the patient perspective could not agree with the content of the advisory report.

Many actors are involved in the appraisal process. Each actor has its own source of authority. Weber (1948) identifies three sources of authority: traditional, charismatic and rational-legal authority. Buse et al (2005) indentifies an extra authority: technical authority. The umbrella organizations differ per source of authority. For example medical associations have traditional authority and technical authority, because from the past doctors have an important position in the Dutch society. This position was based on their technical knowledge and skills. Patient associations, associations of health insurers and health care providers have only traditional power. All these associations have the status that they represent their sector well and have the authority of their sector to do so. These organizations have informal decision making power. They can only try to influence stakeholders with rational-legal authority, but do not have the rational-legal authority to make decisions. 
Although the  Appraisal Committee (ACP) has rational-legal authority and technical authority, it only has informal decision making power. The committee has technical authority on the basis of social experiences, knowledge and skills. The committee has a statutory task, but has no power to set down the final recommendation. Furthermore, its influence is less when they are not able to formulate a consensual advice. The Health Care Insurance Board has rational-legal authority and formal decision making power in setting down the advice. Only the ministry of VWS has the decision making power and the rational-legal authority to take a decision over the recommendations.

Context

The cases were analysed within the framework of a request made by the Ministry of VWS to CVZ concerning the fleshing out of a budget cut which was agreed upon in the coalition agreement of the new Rutte I cabinet. The ACP and CVZ were rather displeased at being commissioned to advise about (and legitimate) budget cuts not ensuing from integral package management and the package principles. However, the ACP realizes that based on the package principles more budget cuts can be made than would initially seem possible, because the health care basic benefits package comprises many interventions whose (cost) effectiveness is unknown. In the years ahead, more or fewer budget cuts will be made in the expenditures for health care (depending on the composition of the government). Subsequently, the ACP will once again be requested to draw up a (social) advisory report. In the future, health care costs are expected to rise due to demographic factors and because of new, expensive biomedical technologies. When budget cuts have to be made, the growth of expenditures should be reduced. This can be achieved in several ways. Five of the cases analysed resulted in cost-reducing measures: no inclusion (artificial salivas), exclusion (physiotherapy), co-payment (hearing aids and incontinence material) and cost-conscious prescription (HIV medication). In one case (obstetric care), extra costs were suggested because the high co-payment was cancelled. I presume that the CVZ (and ACP) wanted to make clear that the aforementioned measures were a result of integral health care basic benefits package management. Measures taken from integral package management can be cost-reducing, but can also be cost-increasing.

Political, economic and social factors are part of the context. Leichter (1979) categorizes them as situational, structural, cultural and international factors. A situational factor is the coalition agreement of the new Rutte I cabinet. Another situational factor is the economic crisis which resulted in stagnating national incomes. Governments spent more of their scarce resources (in absolute and relative numbers) to health care. The new government recognized this and proposed a budget cut for health care expenditures. Health care expenditures rise for example by increased life expectance of the elderly and the rise of new medical technology (Blank & Burau 2007). These last two factors are structural factors and will become a threat for the current financing scheme for health care. In order to keep health care publicly affordable, co-payments are introduced and some interventions are excluded from or not included in the basic benefits package. Co-payments and limiting access to health services is not really part of the Dutch culture. However, it seems that this culture is changing slowly. The ACP participates already on this and introduces co-payments and is limiting access to health care. The Netherlands has a negotiation and reaching consensus culture. However, the ACP is not always able to give a consensual advice. An international factor is the policy of the European Union that member states are not allowed to have a bigger deficit than three percent of the national income. However in the context of the analysed cases this seems to have played a minor role. It seems that in the context for the analysed cases the situational factors are the most important factors. Without the new government, these cases would not have been analysed at that moment in time.
Process

After the new government came into power, the Ministry of VWS commissioned the CVZ to come up with recommendations to realize a budget cut. The CVZ subsequently checked which subjects had already been submitted and were ready to be launched. The Kingdon model (1984) will be used to explain why the analyzed cases came onto the agenda of the ACP, because this model model focuses more on the process and the actors involved and the subject of this master thesis is the appraisal process in the Netherlands.The agenda setting took place according to the Kingdon (1984) model, in which a problem stream, a policy stream and a political stream play a role. Subjects are put on the agenda when these three streams meet. In this example, the political stream reflected the change in government. The problem stream involved the financial crisis and excessive health care expenditures. The policy stream, finally, concerned the subjects CVZ had already prepared to be evaluated at a later date, which were now analysed earlier. Four out of the six cases were initiated by CVZ . The remaining two were initiated by the Ministry of VWS and a health insurer.

The Council for Public Health and Health Care (RVZ) recommended shaping the appraisal stage according to the criteria laid down by Daniels & Sabin (RVZ 2006; RVZ 2007). Daniels & Sabin (1997) recognized earlier that democratic societies had difficulties in reaching consensus on distributive criteria for health care resources and the need for legitimizing these decisions. The authors propose a framework for institutional decision-making called accountability for reasonableness, which consists of four criteria: publicity, relevance, revision & appeal and enforcement.

The publicity criterion means that resource allocation decisions and the underlying grounds must be made public and accessible. In the appraisal process of the ACP, the draft advisory report is made public one week before the meeting takes place. The actors consulted receive the draft advisory report in advance. The meeting of the ACP is open, so that the arguments underpinning the report are manifest. Participation in the meeting is only possible when a request to that effect is honoured by the chairman of the ACP. The final advisory report is also made public. In addition, the ACP has a closed pre-meeting. Attending this meeting was not possible but I am eager to know what is discussed there. All in all, the appraisal process meets this criterion.

The relevance criterion means that the arguments underpinning the decisions must be agreed upon by fair-minded people with the goal of meeting health care needs fair and square in a context of scarce resources. In my view the appraisal process meets this criterion. The package principles and other arguments are determined by the CVZ and scientists. In half of the cases the package principles were explicitly used. In the other half they could be derived indirectly. Figure 2 shows that other arguments, as named in the report by Van Busschbach & Delwel (2010), are not often used, except for budget impact, unsuitable for insurance because of large influence of the patient on dosage of the treatment and other arguments. It is important that at least the package principles are used consistently (directly or indirectly) and that seems to be the case here. This contributes to the legitimacy of the process. How often and which of the other arguments are used depends on the case at hand. Furthermore, the ACP is composed of people who are selected on the basis of social experiences, knowledge and skills. Therefore they can be regarded as fair-minded.
The revision & appeal criterion requires that there is a mechanism in place to bring forward new arguments. In my opinion, such a mechanism is present. The Appraisal Committee helps the CVZ prepare its advisory reports by advising about social aspects, among other ways based on the responses of relevant stakeholders. In addition, there is a possibility for participation by stakeholders, allowing them to present their views and arguments once more. The possibility for participation and the activities of the ACP are not widely known among stakeholders. Therefore, it is suggested to communicate the existence of the ACP, its activities and the possibility for participation among stakeholders.
Five of the cases analysed were revised (physiotherapy, hearing aids, incontinence material, HIV medication and obstetric care). It seems that revision only takes place on an ad-hoc basis and not systematically, for example once in ten years. Therefore, I would suggest to develop a revision strategy (e.g. as for expensive drugs) for the basic benefits package, because the (cost) effectiveness of many interventions is unknown.
The enforcement criterion involves regulating the process in order to make sure that the three aforementioned criteria are met. The statutory task of the ACP is laid down in the Health Insurance Act and therefore enforceable. The possibility for participation is laid down in the rules and regulations of the ACP. However, the ACP only has an advisory task. The Board of Directors of the CVZ is expressly present in this process. The Board is part of the ACP; it provides the chair and sets down the final recommendations. The chair decides on the requests for participation and the agenda of the committee. I agree with several stakeholders that this is a peculiar construction. On the other hand, I have established that the chair leads the discussion and summarizes well. Anything he omitted was supplied by other committee members. For the cases analysed, the discussions were well described in the final advisory report. In my opinion, despite the peculiar construction, this last criterion is met as well based on the method of working. In conclusion, the ACP has improved the legitimacy of the appraisal process in the Netherlands.
The Health Care Insurance Board presents the advisory process for the health care basic benefit package as a stage wise approach; agenda setting, assessment, appraisal and finalising and evaluation. It is true that for almost every part of the process (except for evaluation), CVZ has developed a structured working procedure and would therefore meet the stage wise approach of Sabatier & Jenkins-Smith (1993). However, also CVZ is influenced by stakeholders (such as umbrella organizations and the ministry of VWS). The request of the ministry to come up with recommendations to realize a budget cut, was not a result of the ‘normal’ agenda setting procedure. Furthermore, the outcome of the advice for HIV medication was changed, because during verbal participation the umbrella organization of AIDS specialists could convince the ACP to try their proposed solution first.  However, this does not mean that the appraisal process is ‘muddling through’. This shows that there can be circumstances in which the stage wise approach cannot be followed, but the rest of the process is still structured and can therefore be regarded as stage wise.
Content

The CVZ uses the following package principles: necessity, effectiveness, cost-effectiveness and feasibility. These principles should legitimize the criterion of relevance derived from the Daniels & Sabin framework.

Based on the cases analysed, a ranking in importance of the package principles can be derived. Effectiveness can be regarded as the most important principle because in five out of the six cases the effectiveness was not questioned. In the one case in which it was questioned, exclusion was recommended. According to CVZ, an intervention that does not meet this principle should not be included in the basic benefits package (Zwaap et al 2009). This is also socially justified. The basic benefits package is only for effective interventions.

The package principle of necessity should be divided into burden of disease and necessity to insure care (can the insured persons pay for the care themselves). According to the report by Van Busschbach & Delwel (2010), burden of disease is calculated based on the proportional shortfall method. In this method age does not play a role. However, some ACP members recently indicated that burden of disease could also be calculated by the fair innings method. In that case, age does play a role, because this method is based on the assumption that every person is entitled to a certain amount of health in his or her life. As you become older, you have already used up more of this right. The health of younger people is valued more than the health of older people. This contradicts the report by Van Busschbach & Delwel (2010), in which they conclude that there is social consensus that age should not play a role in reimbursement decisions. However, from my point of view, applying the fair innings method would not have led to different recommendations, because four of the six cases already affect older people (hearing aids, physiotherapy, incontinence material and artificial salivas). Furthermore, for obstetric care more costs are recommended, which is in line with the fair innings method. The recommendation regarding HIV medication attempts to achieve lower costs for HIV medication and will therefore not change. 

The package principle of cost-effectiveness plays a minor role in the cases analysed because in none of them a cost-effectiveness ratio was calculated. Apparently, in the cases analysed the committee does not need this information to formulate a social advice. Sometimes, however, the term appropriate use came up. Interestingly it was sometimes unclear whether the CVZ meant cost-effectiveness or real (medically necessary) appropriate use or both. Appropriate use has a more positive ring to it than cost-effective use, efficient use, cost-effectiveness or the phrase ‘the gains do not justify the costs’. 

The package principle of feasibility differs from the other three. This principle describes the practical and financial feasibility. In the cases analysed, no interventions were excluded from the basic benefits package based on this principle. However, the practical feasibility did come into play for the practical solution ultimately chosen. This was the case with HIV medication and incontinence material. For these cases, the best practicable costs-reducing measure was chosen. 

In the advices analysed, ACP and CVZ would like to maintain a broad package. For three interventions the introduction of a co-payment is advised. The former leads me to conclude that the ACP and CVZ evaluate some interventions as partially necessary to insure care, but because of budget constraints start to introduce a co-payment. In the future, the question has to be answered what the maximum cumulative amount of co-payments would be.
Reflection model
The Walt & Gilson (1994) model is a very simple model and easy to apply. It was useful to structure the analysis. At times, however, it was difficult to decide what to describe in which part. For example, when describing the actors and their role, it was sometimes difficult to decide where to stop in order not to go into the details of the process. Another model is needed, however, to evaluate the legitimacy of what has been described. This is where the Daniels & Sabin framework came in. The combination of the two models made it possible to evaluate the role of the ACP in the appraisal process in the Netherlands.

Weaknesses of the study and possible follow-up research

This thesis attempts to study the appraisal process for the health care basic benefits package in the Netherlands from different perspectives, namely the context, process and content. In addition, stakeholders were interviewed, but no interviews were conducted with members of the ACP (except with the chair). This is a weakness of this study, as an interview would present an opportunity to confront the ACP with the results of this study and to learn their views of the current appraisal process. However, the CVZ did not give permission for an interview with the other committee members.

Six different cases were analysed. All of these cases were situated in the same context. Consequently, it is not possible to conclude that the ACP will provide a similar recommendation in another context. Investigating whether the ACP recommendations are consistent would require an analysis of more ACP recommendations, from different years and different contexts. But this is beyond the scope of this thesis.

It has not been ascertained how often the CVZ and the Ministry of VWS adopts the recommendations of the ACP. Thus, the current advisory power of the committee is difficult to evaluate. This may be the topic of a future study. However, most of the CVZ recommendations are adopted by the ministry. 

Finally, the ACP recommendations regarding the cases analysed date back to more than a year ago. This can result in an outdated impression. However, by continuing to follow the ACP from a distance, it was tried to incorporate recent developments. As stated above, the description of burden of disease has recently become subject of discussion.

Conclusion

ACP advises the CVZ on social aspects. Based on the cases analysed, ACP and CVZ would like to maintain a broad package, but because of budget constraints start to introduce a co-payment.
Based upon the criteria of Daniels & Sabin (1997), the ACP has improved the legitimacy of the appraisal process in the Netherlands. Its statutory task gives the ACP a fair amount of influence on the recommendations drawn up by the CVZ. When preparing an advisory report, the CVZ often involves the ACP in the early stages of the process. In many cases, a recommendation is put on the agenda several times. In addition, the ACP also derives power from its social experience, knowledge, expertise and skills. At times, however, the ACP has difficulty reaching consensus. In such cases it exerts less influence.
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Appendixes

Appendix 1: Interview questions Health Care Insurance Board
1. Welke rol heeft de ACP in het adviseringsproces

2. Hoe is de samenstelling van de ACP bepaald? Mist u bepaalde kwaliteiten/achtergronden in de ACP, die u er graag bij zou willen hebben?

3. Hoe komt de agenda van de ACP tot stand?

4. Niet ieder onderwerp/advies/rapport wordt besproken in de ACP. Welke onderwerpen worden toegelaten tot de agenda? Moeten onderwerpen aan bepaalde criteria voldoen, zo ja welke?

5. Naast de bestuurlijke consultatie van veldpartijen, bestaat de mogelijkheid tot inspreken. Wanneer kan een stakeholder een beroep doen op inspreken en zijn hier bepaalde voorwaarden aan verbonden? 

6. Ik heb net gerefereerd aan de consultatie van veldpartijen. In hoeverre zijn de adviezen van de bestuurlijke consultatie van veldpartijen van invloed op de advisering van de ACP?

7. In hoeverre is consequentheid in de toepassing van de pakketcriteria in de advisering van de ACP belangrijk en waarom? Adviseert de ACP in uw ogen consequent?

8. Hoe transparant zijn de adviezen van de ACP en hoe transparant is het adviseringsproces? Hoe zou u reageren op de kritiek dat het proces niet transparant is vanwege het niet-publiekelijke vooroverleg?

9. Na advisering van de ACP, moet het advies vastgesteld worden. Hoe zwaarwegend zijn de adviezen van de ACP? Worden hun adviezen vaak overgenomen?

10. U bent naast lid van de RvB van het CVZ, ook lid van de ACP. Hoe combineert u deze dubbelrol en hoe gaat u om met conflicterende belangen?

11. Hoe vaak neemt de minister het advies van het CVZ over? Heeft u enig idee in hoeverre het standpunt van de ACP van invloed is op de uiteindelijke beslissing van de minister?

12. De ACP is nu ongeveer drie jaar bezig. Als u terugkijkt op de afgelopen periode, wat heeft de ACP bereikt en zou de adviseringsrol van de ACP versterkt kunnen worden, zo ja of nee; waarom wel of niet?

Appendix 2: Interview questions ministry of VWS

1. Hoe denkt u over het huidige adviseringsproces? Wat verwacht u van het huidige adviseringsproces? Worden uw verwachtingen waarheid?

2. Wat verwacht u van het CVZ? Wordt uw verwachting bewaarheid?

3. Wat verwacht u van de Adviescommissie Pakket (doel en missie)? Wordt uw verwachting bewaarheid?

4. Hoeveel invloed heeft het ministerie van VWS bij de benoeming van de leden van de ACP?

5. Hoe bepaalt het ministerie van VWS de agenda van het CVZ en de ACP? Waar hangt dat vanaf?

6. In hoeverre is de toepassing van de pakketcriteria in de advisering van het CVZ belangrijk voor VWS en waarom?

7. Bij de besluitvorming door het ministerie van VWS, hoe vaak wordt het advies van het CVZ en de ACP overgenomen? Wordt hierbij onderscheid gemaakt tussen het advies van het CVZ en ACP, wanneer deze van elkaar afwijken?

8. In hoeverre spelen de reacties van veldpartijen mee in de besluitvorming door VWS?

9. Heeft u suggesties hoe het adviseringsproces aan VWS kan worden versterkt? Zou u de ACP een grotere rol in het proces willen geven?

10. In hoeverre is het adviseringsproces een transparant proces? Waarom is een transparant proces belangrijk voor VWS?

11. In principe vindt twee keer een maatschappelijke toetsing van de adviezen van het CVZ plaats. Eerst door de ACP en later door de Kamer. Ervaart u spanning tussen beide en hoe gaat u daar als ministerie van VWS mee om?

Appendix 3: interview questions umbrella organizations
1. In hoeverre bent u bekent met de ACP en hun doelstelling?

2. Heeft u ooit een vergadering van de ACP bijgewoond?

3. Hoe is het adviseringsproces voor veldpartijen ingericht?

4. Hoe denkt u over dit proces?

5. Heeft u suggesties hoe het adviseringsproces kan worden versterkt?

6. Heeft u andere mogelijkheden om uw positie kenbaar te maken? (bijv. het beïnvloeden van VWS of het parlement?)

7. Bent u tevreden over deze mogelijkheden?

8. Hoe vaak wordt uw organisatie betrokken bij de bestuurlijke consultatie?

9. Over welke pakketkwesties bent u geraadpleegd?

10. Wordt u tijdig betrokken bij de bestuurlijke consultatie?

11. Heeft u het gevoel dat er naar u geluisterd wordt? En dat er inhoudelijk op uw standpunt wordt gereageerd?

12. Hoe tevreden bent u met de uitkomst van het ACP proces?

Appendix 4: Code words for analysing interviews
ACP/Adviescommissie Pakket

Adviseringsproces

Basispakket 

Bekendheid
CVZ/College van Zorgverzekeringen

Doelstelling

Leden

Inhoud 

Inspraak

Lobby

Ministerie van VWS

Onafhankelijk

Onafhankelijkheid
Ontwikkeling

Pakketagenda

Parlement

Politiek

Participeren

Reactie

Structuur

Tevreden/Tevredenheid

Tijd
Tijdigheid

Transparantie

Uitkomsten

Verbeterpunt/suggestie
Appendix 5: Observation protocol 
Algemeen

Datum:

Onderwerp:

Aanwezige ACP-leden:

Afwezige ACP-leden:

Gasten:

Insprekers (organisaties):

Mensen Publieke tribune (aantal en organisatie):
Proces (compleetheid vergaderstukken, kennisniveau, atmosfeer, hoe verloopt discussie)

Inhoud (gebruikte argumenten)

Reflectie

Appendix 6: Analytic framework for analysing the six CVZ/ACP advices

Legend

	Measure of decisiveness
	

	Decisive/ important
	+

	Weighted; but not decisive
	+/-

	Not weighted/not discussed
	-


Appendix 7: List of abbreviations
ACP: Appraisal Committee

Actiz: Organisation of health care entrepreneurs
CVZ: Health Care Insurance Board

KNMG: Royal Dutch Medical Association
Ministry of VWS: Ministry of Health, Welfare & Sports

Nefarma: Association for innovative medicines in The Netherlands
NPCF: Federation of Patients and Consumer Organisations in the Netherlands
NVZ: Dutch Hospitals Association
RVZ: Council for Public Health and Health Care
ZN: Dutch Health Insurers
Figure 2: Overview analysed cases with used arguments and their scale of decisiveness
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