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1. BACKGROUND 
KCE was established by a programme law on 24 December 2002 (BS/MB 
31-12-2002). Its remit is to perform and publish scientific research, to 
support a high quality, sustainable and accessible health care system in 
Belgium. To meet this aim, KCE performs several research activities, 
ranging from literature reviews, economic evaluations, data analyses and 
qualitative or quantitative data collection. The role of patients in these 
activities, as active participants in the research, has not been defined nor 
mentioned, but not excluded either, in the program law.  

In the last five to ten years, we have seen an international evolution towards 
more patient involvement in policy research projects.1 Several prominent 
organisations such as the National Institute for Health Research (NIHR, UK), 
the National Institute for Health and Care Excellence (NICE, UK), ZonMw 
(the Netherlands), the Scottish Medicines Consortium (SMC), the Canadian 
Agency for Drugs and Technologies in Health (CADTH) and others consider 
it no longer acceptable to not address patient involvement in health policy 
research. Several agencies, including KCE, have established seats at 
important advisory commissions or –as in the case of KCE- their Board of 
Directors, but not always with voting rights.  

In the early years of KCE, huge emphasis has been put on quantitative “hard 
data”, i.e. data coming from randomized controlled trials, data registries, 
etc., imposing high quality criteria. Quality of life was from the very beginning 
considered to be an important outcome and included in assessments, at 
least if studies of sufficiently high quality were published in the literature, 
preferably in peer-reviewed journals. Patients were sporadically consulted, 
but rarely involved directly in the research projects, e.g. to define the scope, 
make methodological choices, interpret the results, formulate 
recommendations or help in the dissemination of the results.  

Throughout the years, KCE has increasingly involved stakeholders, 
including patients, in its research processes. It even devoted a specific 
report on this process of stakeholder involvement (KCE-report 174).2 Until 
now, KCE has considered and treated patients as one of the stakeholders. 
However, it should be acknowledged that they are in a different position than 
other stakeholders, especially when they are suffering or affected by the 

disease under consideration. To be physically, emotionally and/or financially 
affected by a condition gives them a different perspective to a problem, 
compared to stakeholders that are professionally or economically affected 
by the issue or have no direct experience with the disease under 
consideration. Patients or their representatives have experiential knowledge 
that could help to improve research decision making. Therefore, involving 
patients or their representatives in research requires specific approaches 
which might differ from the classic stakeholder involvement approaches. 

For this reason, KCE wants to think more thoroughly about the way in which 
it wants to involve patients structurally and coherently in its studies, and 
check whether it is ready to commit itself to this. 

The objective of this position paper is to address a number of more 
fundamental questions: “What is KCE’s perspective on patient involvement 
in policy research? Does KCE support patient involvement? Why? To what 
extent? What are or should be the (limits to the) implications of patient 
involvement in terms of commitment towards patients, accountability, weight 
given to their input in the formulation of conclusions and recommendations?”  

To develop a KCE position on patient involvement in policy research, we 
considered different rationales for patient involvement in policy research as 
described in the literature and policy statements of agencies similar to KCE 
in other countries, dung into the ethical and philosophical rationales for 
patient involvement, measured the current patient involvement culture at 
KCE and experience up to now, and interviewed several Belgian experts 
with experience in patient involvement in research. The draft position 
statements were presented and voted upon by the entire KCE team, 
involving all staff members, from management to the secretariat and 
supporting staff.  

Operational questions, such as “In which research phase should patients be 
involved?”, “How should they be involved?”, “Who should be involved to 
represent the patient?”, etc. will be addressed in an operational guide that is 
yet to be developed.  

 

https://www.kce.fgov.be/en/stakeholder-involvement-in-kce-working-processes
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2. WHAT IS PATIENT INVOLVEMENT 
2.1. Definition 
INVOLVE, the national advisory group on public involvement in health and 
care research, funded by the National Institute for Health Research (NIHR) 
in the UK, defined patient and public involvement in research as ‘doing 
research with or by people who use services rather than to, about or for 
them’.a While this definition encompasses public involvement in research 
and our focus is only on patient involvement in research, the definition still 
applies.  

2.2. Involvement in all or some research phases 
Patients can be involved in all or some of the different research phases, i.e. 
in 

• the identification of research topics 

• the prioritization of topics 

• the scoping of a study project 

• the design of a study 

• the execution of the research (data collection, analysis and 
interpretation) 

• the reporting of the study results 

• the dissemination of the findings of the research projects.3  

                                                      
a  https://www.invo.org.uk/resource-centre/jargon-buster/?letter=P 

 INVOLVE systematically uses the term ‘patient and public involvement’, 
because their scope encompasses all ‘users of services’. Other terms 

2.3. Different levels of involvement 
To be able to speak about patient involvement in research, there must be a 
partnership between researchers and patients.3 Within this partnership, 
patients can have more or less control over the decisions made during the 
research process. The intensity of patient involvement can vary, from 
consultation, over collaboration to full patient control.4, 5 Further 
specifications are possible. We use the levels as proposed by Hughes and 
Duffy.6  

Involving patients in key decisions throughout the research project life cycle 
does not automatically imply joint decision making, but could also imply 
targeted consultation or embedded consultation. In case of targeted 
consultation, patients are consulted on specific aspects of the research 
study on an ad hoc basis. They may not receive much information regarding 
progress, outputs or impact of the study. Embedded consultation is a type 
of involvement where patients are regularly consulted throughout the 
research process.6  

Besides consultation, patients can also be involved as collaborators or co-
producers of research. Collaboration and co-production implies involving 
patients in the research team, either as researchers/co- authors or as 
contributors to key decisions regarding research processes and findings.6 

A final level of involvement intensity is user-led involvement, whereby 
patients, academics and practitioners work together systematically across 
all areas of the research cycle, from scoping to dissemination. Patients take 
the lead in directing the nature and direction of a study.6 The research is 
actively controlled, directed and managed by patients and/or patient 
organizations.  

 

frequently used in literature are citizen involvement, consumer involvement, 
health service user involvement, etc. Our position statement relates to the 
more narrow focus of patient involvement. 

https://www.invo.org.uk/resource-centre/jargon-buster/?letter=P
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3. WHO IS “THE PATIENT”? 
In this position paper, we use the term ‘patient’ to encompass different 
groups of people that can provide patient-relevant input in the research 
process:  

• Experts by experience, i.e. individuals with a specific condition or 
having recovered from a specific condition, or having experience with 
the healthcare system (e.g. through pregnancy and delivery) 

• Relatives or informal caregivers, i.e. people close to the patients, if 
the patients are unable to express themselves 

• Patient-experts, i.e. experts by experiences with knowledge about 
scientific approaches (trained or acquired through frequent involvement 
in research projects).  

• Patient representatives, i.e. representatives of a patient organisation 
or patient population, not necessarily affected by the condition under 
consideration. Patient representatives are considered to be advocates 
defending specific interests of a specific patient group (e.g. patients with 
lung cancer) or a broader group of patients (e.g. cancer survivors). They 
have a broader perspective on the problems and experiences of the 
population than the individual expert by experience.  

• Representatives of the umbrella organisations of patient 
associations, defending the interests of patients in general or supporting 
their member organisations in their activities. They generally take a 
different position in advisory committees than the advocates of a 
specific patient population. If they support a patient representative in an 
advisory committee, they help this representative to formulate his/her 
perspective, without influencing their viewpoint.  

• Representatives of sickness funds, considered to speak on behalf of 
healthcare service users, which can be patients suffering from a health 
condition but also general public using and paying for healthcare 
services.  

Even though we acknowledge that carers and families of patients could also 
be involved on their own behalf as relevant stakeholders, because 
caregivers might also be directly affected by policy research or the policy 
decisions informed by it, we do not include them as separate actors because 
the focus of the position paper is on involvement of patients with the 
objective of bringing in the patient perspective in policy research. 

For some specific topics, e.g. prevention of a particular contagious disease, 
or general topics, e.g. criteria for priority setting in healthcare, ‘patients’ can 
include people without (targeted) experience with the healthcare system. In 
these cases, we are interested in their perspective as potential patient or 
healthcare user. 
The focus of this position paper is on the involvement of patients in research, 
rather than the involvement of citizens or the general public. The objective 
of KCE is to improve the inclusion and assessment of patient-related issues 
in its research by involving patients in this research. More specifically, it 
wants to know how the quality of its research on patient-related issues 
(e.g. impact of a treatment on quality of life, patient priorities, etc.) can 
be improved by involving patients in decisions about the scope, 
design and execution of research projects. Citizens can be involved to 
learn about the aspects that are relevant for the society as a whole, but this 
is a different kind of perspective which might require a different approach to 
involvement.  
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4. WHAT IS THE RATIONALE FOR 
INVOLVING PATIENTS IN POLICY 
RESEARCH? 

Several rationales for patient involvement in research are described in 
literature. We can make a distinction between fundamental ethical, 
philosophical or moral rationales and procedural, instrumental rationales.  

4.1. Fundamental ethical rationales 
Fundamental ethical rationales may answer questions like: “Should we do 
this, for what reason and if not, what are the ethical arguments for not doing 
it?”7 One fundamental ethical rationale refers to the moral right of patients to 
be involved in research that concerns them directly or indirectly and is 
funded with public money. This relates to fairness and legitimacy through 
democratic participation.  

Another fundamental ethical rationale relates to our humble recognition that 
as researchers we do not necessary know what are the important features 
for the patient. Patients have a conception of what the human being is, what 
good health is or should be, what health improvement means and whether 
such an improvement is necessary, and what autonomy and responsibility 
for own health is, can or should be. These concepts, as perceived by 
patients, are essential for the relevance for the community of our research 
work.  

These fundamental ethical rationales for patient involvement seem to be 
more common in projects based on community-based participatory research 
(CBPR) and, to a lesser extent, in qualitative study designs. CBPR is rooted 
into social justice theory and often concerns very specific groups or 
situations, e.g. patients with HIV. The aim of CBPR is to ensure that 
everyone who may be affected by research is fairly involved in the research 
process, recognising everyone's unique strengths.8 

 

 

From the interviews with Belgian researchers who involved patients, we 
learnt that these arguments are rarely the main rationale for involving 
patients, as opposed to instrumental or procedural arguments. A few 
exceptions exist, such as the King Baudouin Foundation, which has a strong 
foundation in democratic principles.  

KCE endorses the involvement of patients on the basis of 'democratic 
participation for the sake of justice'. It means that the different partners in 
the research listen to each other's perspectives and arguments, and are 
prepared to reach a consensus on this. However, it should be acknowledged 
that not all decisions made during a research project (e.g. regarding the 
study design, the data collection methods, the analyses) require deliberation 
and that not all project-related choices resulting from a deliberation are 
acceptable.9 Results of a deliberative process still need to be put against the 
central values of the healthcare system: to develop and maintain a 
sustainable and fair health system, providing high quality of care. 

4.2. Procedural and instrumental rationales 
Procedural and instrumental rationales include (1) increasing the relevance 
of a research project to health care goals of society and health care needs 
of patients, taking patients’ values and norms into account; (2) procedural 
legitimacy leading to more confidence in the results; (3) content-related 
legitimacy leading to adherence to decisions, and (4) capacity building via 
patient empowerment.10-12  

Patients are considered ‘instrumental’ to scientific policy research because 
they contribute to research from a unique perspective that differs from those 
of the researchers, healthcare professionals or other experts.  

They can contribute valuably to different research phases, from the 
identification and prioritization of research topics to the dissemination of 
research results and recommendations. For example, they can help to 
ensure that the selected research topics match patient needs, that the right 
research questions are posed and the most important outcomes are 
selected for the study, that data collection methods are appropriate and 
feasible, that the statistical analyses are performed in the right context (e.g. 
defining a meaningful effect size), results are reported in an appropriate way. 
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Patients can also help in the dissemination of findings and recommendations 
through their informal networks.  

In addition, involving patients in the process of drawing conclusions from the 
research and formulating recommendations, improves procedural 
legitimacy. It has been argued that patients might understand conclusions 
and recommendations better if they have been involved in the research 
process.13 This argument actually applies to all types of stakeholders. KCE 
supports this rationale, as demonstrated by the implementation of its 
stakeholder involvement process. It is clear, though, that stakeholders might 
have different opinions which cannot always be taken into account up to the 
same level in the project and by extension, the recommendations. Hence, 
the level of acceptance of the recommendations will still differ amongst 
stakeholders.  

Finally, by involving patients in policy research, their capacity to contribute 
effectively to research will be strengthened (capacity building via 
empowerment).12  

KCE recognizes the procedural and instrumental rationales for patient 
involvement in policy research, but considers the level of involvement 
to be contingent on the topic and phase in the research process. 
Careful consideration of the relevance of patient involvement in research 
projects and the required intensity of involvement is required in a very early 
phase. It may be useful to involve patients in this reflection process.  

Note on patient-based quantitative and qualitative evidence 

Health policy research aims to provide or contribute to the justification of 
decisions, by collecting relevant data and evidence, analysing these and 
weighing the different pieces of collected evidence to formulate 
recommendations. Different types of evidence, quantitative and qualitative, 
on different aspects of healthcare (e.g. safety, effectiveness, organisation) 
are usually automatically considered in policy research, and this should 
continue to be the case, but also patient-based evidence should get the 
necessary attention. Patient-based evidence refers to evidence about the 
broader implications of an issue for patients (or their families), generated in 
a scientifically sound manner. The scientific approach to the collection of 
data from patients makes evidence distinct from the outcomes of an informal 

consultation. Patient-based evidence is often published in peer reviewed 
journals and should be treated in the same way as clinical or economic 
evidence in the evidence synthesis. 

For example, defining the relevant outcomes that need to be studied or the 
relevant patient-related aspects of a health policy problem could be derived 
from published patient-based evidence.9 This might reduce the issue of 
possible disagreements between patients of the same patient population 
regarding the relevant aspects to be included in the research design or 
objectives.  

Patient involvement in research projects is complementary to reviews 
of published evidence on patient perspectives and experiences, not a 
substitute for scientific evidence. If such evidence is lacking, primary data 
might need to be collected in patients. Patient involvement in research can 
help to define the best ways to collect data in patients on patient-related 
issues.  

To avoid that patient involvement is dismissed as being purely subjective 
and unscientific, diluting the scientific nature of the health policy research 
performed at KCE, it is important to make the right choices about who 
to involve, in what role, in which phase of the research project and for 
what purpose. This applies also to other stakeholders involved in the 
research process. KCE conducts research with a social interest. The 
research topics often have implications for both the individual patients and 
the society as a whole. Therefore, individual patient preferences and 
perspectives should be balanced against other relevant parameters, which 
might be less important for patients from their individual or group perspective 
but which are relevant from a societal point of view. KCE considers the 
collection and reporting of published patient-based evidence, where 
relevant, as an essential component of policy research. If such evidence is 
lacking, data might need to be collected in patients.  
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5. WHAT ARE THE EFFECTS OF PATIENT 
INVOLVEMENT IN HEALTH POLICY 
RESEARCH 

Several systematic reviews look at the effects and impact of patient 
involvement in health policy research.4, 5, 13-35 The reviews show that, in 
general, patient involvement has effects on patients, on researchers and on 
the research process and research outcomes. The review process was often 
hampered by lack of coherence in the terminology and definitions used 
regarding patient involvement across primary studies. Also the methods of 
patient involvement varied between studies, as well as the phase of the 
research process the patients were involved in.  

All reviews found that there were only few studies that applied comparative 
methods to demonstrate effects and added value of patient involvement: 
most of the reported effects seem to be opinion based and much of the 
evidence concerning impact remains rather weak. Very few studies use 
qualitative research techniques to study the impact of patient involvement 
on research processes. 

The overall impression is that patient involvement may lead to positive 
effects, but also numerous challenges exist.  

5.1. Positive effects 
In general, patient involvement in health policy research may have the 
following positive effects: 

• for patients: 

o Patient involvement enhance the relevance and importance of the 
research for patients’ needs and circumstances. 

o Patients report feeling empowered and valued, gaining confidence 
and life skills.  

• for researchers: 

o Researchers develop a greater understanding and insight into their 
research area, gaining respect and a better connection with the 
community 

• for the research process and outcomes: 

o Impacts were reported for all research phases, including the 
development of user-relevant research questions, development of 
user-friendly information, questionnaires and interview schedules, 
more appropriate recruitment strategies, user-focused 
interpretation of data and enhanced implementation and 
dissemination of study results:  

 Patient involvement can enrich researchers’ understanding of 
the needs, priorities, and health concerns of communities, 
organizations, and the public health system and lead to refined 
and new research questions. 

 Patient involvement can improve research quality by 
increasing recruitment and retention rates, reducing reporting 
bias, and reducing measurement error from survey and 
interview questions that are not culturally aligned. 

 Integrating patient perspectives with research results can lead 
to research products that are tailored to meet the needs of 
implementing systems, implementers, and end users 



 

10 Patient involvement in health care policy research KCE Report 320Cs 

 

 

o Perceived outcomes of patient involvement include the facilitation 
of the research process and the application of the results, and the 
empowerment of stakeholders. 

Subjectively, it is felt by researchers and patients engaging in patient 
involvement activities that the level of benefit derived for patient involvement 
is proportional to the level of resources made available and investment in 
obtaining and facilitating that involvement.36 

5.2. Barriers, risks and challenges 
Possible barriers to meaningful involvement of patients in research 
encompass: 

• Additional time and resources needed for patient involvement,13, 17 for 
example to identify patients, invite them to participate in meetings or 
consultation rounds, guide them through the process, possibly educate 
them, compensate them for incurred costs, but also to coordinate, follow 
up and evaluate the activities of patient involvement within the 
organisation.   

• Emotional burden put on patients and researchers: for some patients, 
having to recall or talk about their own experiences and listen to those 
of others is emotionally very difficult 17. For their part, researchers may 
feel uncomfortable when patients' ideas do not match their expert 
vision, particularly when it concerns different visions of what constitutes 
good research.32 Lack of preparation and training led some patients to 
feel unable to contribute to the research.17 

• Frustrations in patients when they feel that they are not taken seriously 
or receive no feedback from researchers.32 

• Lack of motivation and scepticism on the part of researchers or lack of 
interest on the part of patients to participate. In addition, participating 
patients may also be reluctant to express their opinions or have difficulty 
listening to others. 

• Operational issues. For example, lengthy processes that involve 
training, transportation, attendance to meetings, inaccessible meeting 
rooms, etc.13, 17, 33, 37 

Risks include: 

• Tokenism: patients are only involved because researchers ‘have to’ 
according to the organization’s procedures. 

• Selection bias: only the most vocal patients, representatives of patient 
groups with high profile diseases (e.g. breast cancer), patients with 
higher socio-economic profiles and patients with a specific cultural 
background are selected as patient partners in health policy projects. 
Other profiles of patients, like rare conditions, lower socio-economic 
profiles, poor health literacy, ethnic or cultural minorities, risk to be 
included less frequently.38 Insufficient awareness of this may undermine 
the organisation's patient involvement efforts, especially if the 
fundamental reason for involving patients is fairness, equity and 
legitimacy. This must therefore be a point of attention from the very 
beginning the study.  

• Conflicting interests: may occur when patients with a large decision-
making power in the study have an interest in a particular outcome, or 
are strongly influenced by clinicians or the pharmaceutical industry. As 
for any other stakeholder, this can cause bias.7  

Several other challenges have been described in literature (see chapter 7 of 
the scientific report). The overall challenge is to find the right balance 
between allowing patients to have their say in the course of the research, on 
the one hand, and maintaining scientific rigour and validity, on the other. 
Besides being evidence-based and value-based, good research also has to 
be experience-based.  
Involving patients also comes with an important organisational challenge 
that might have strong ethical implications. The involvement of specific 
patient groups will be extremely difficult. For instance, patients with severe 
rare diseases, marginalised patients, patients with some acute diseases, 
homeless people, people without social networks, hard to reach patients, 
patients with communication difficulties and patients with mental disorders. 
Lack of awareness of these challenges might reduce the value of the patient 
involvement endeavour, especially if the fundamental rationale for involving 
patients is fairness, equity and legitimacy. 
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6. REQUIREMENTS FOR MEANINGFUL 
PATIENT INVOLVEMENT IN RESEARCH 

6.1. When does patient involvement make sense? 
We have learnt from our research that there is no single effective approach 
but a range of methods for patient involvement. The patient involvement 
approach, encompassing the level of involvement, the people to involve and 
their role, needs to be chosen based on the objectives of the patient 
involvement, the topic, the expected barriers and the resources available. 
The process of patient involvement is equally important as the outcomes of 
the patient involvement.39  

There are personal as well as contextual factors that will determine the 
patient involvement quality.39  

Personal factors include, for instance, the extent to which patients feel 
valued and acknowledged, feel able to achieve their own goals by being 
involved in the work of research institutions, feel able to make a contribution 
to research, and feel able to take on new research challenges. These relate 
mainly to patients’ confidence and feeling of empowerment. Some level of 
education or training might foster these factors. However, depending on the 
reason for the involvement, patient training might be more or less needed or 
even desired.   

Contextual factors that might influence the quality of the patient 
involvement encompass two dimensions: factors related to the research 
context and factors related to the organizational context.  

The research context refers for instance to the reasons for involving 
patients in the research, the clarity with respect to the role, responsibilities 
and required skills/experience of patients, and clarity about the ethical and 
legal rules for the research (e.g confidentiality).  

                                                      
b  Innoviris: Brussels Instituut voor Onderzoek en Innovatie /Institut Bruxellois 

de Recherche et d’Innovation 

Factors related to the organizational context include first and foremost the 
patient involvement culture in the research organization. It has been 
described in the literature that one of the key conditions that fosters 
successful patient involvement in research is an organization-wide policy 
that acknowledges patients as key stakeholders, with mutual respect to one 
another’s different knowledge and experience.40  

When the organizational culture is supportive of patient involvement, 
resources will more easily be allocated to patient involvement activities, 
expertise and skills in supporting patients in their activities and connecting 
and communicating with patients can more easily be developed. Funding for 
patient involvement activities is crucial to create a solid structure to support 
patients and researchers engaging in patient involvement activities in 
research, to create an environment that takes into account the ways of 
working that suit the patients at locations that are easily accessible, to 
coordinate patient involvement activities (avoid patient exhaustion), ensure 
real partnerships (avoid tokenism!), and manage expectations of both 
patients and researchers. 

Strategies and actions that enable patient involvement in a research process 
include, for example, developing strategic partnerships with patient 
organizations, make patient involvement mandatory in grant applications (as 
in the KCE trials programme and several Innovirisb programmes), make sure 
patient contributions influence the research and communicate to patients 
how their contributions influenced the research. Availability of resources, 
and formal and informal support networks that facilitate and coordinate the 
patient involvement activities is also one important condition for successful 
patient involvement identified in literature.40 

Different organisational models have been described in literature or applied 
in practice: 

• Incidental involvement: this model corresponds to a targeted 
consultative approach to patient involvement. Different methods for 
consultation can be applied: individual interviews, focus groups, 
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nominal groups, surveys, research days, etc. KCE applied this 
approach in several research projects, e.g. about the treatment of low 
back pain, the organisation of enteral and parenteral nutrition, the 
treatment of prostate cancer, breast reconstruction after mastectomy 
for breast cancer, etc. 

• Patient advisory committee: this model fits best with the embedded 
consultative approach to patient involvement. 

• Patients as full members of the project steering group that takes the 
decisions about the design and execution of the research project: this 
model is appropriate when the approach chosen for patient involvement 
is collaboration/co-production or user-led decision making. 
Successful examples of such structures, embedded in existing research 
organizations include INVOLVE (UK), the James Lind Alliance (UK), 
SPOR (Canada). From the interviews with representatives of Belgian 
initiatives, we identified one example of a research project initiated by 
patients: they commissioned a research center to investigate the needs 
of their community. 

6.2. Standards for patient involvement 
For defining the KCE standards for patient involvement, we rely on the work 
of INVOLVE in the UK, which published a framework with standards and 
indicators for public involvement in research.41 We re-formulated the 
indicators as success factors for meaningful patient involvement and 
adapted them slightly to our purposes.  

The values and success factors included in the table below should be 
considered as part of KCE’s position statement regarding patient 
involvement in research.  

Standards for patient involvement in KCE research (adapted from 
INVOLVE41) 

Standard Patient involvement is more likely to be meaningful if … 

Inclusive 
opportunities 

• patients are involved at an early stage 
• barriers for patients to getting involved in research are 

identified and addressed  
• information about opportunities for patient involvement 

in research are made available using different methods 
so that relevant and interested people are reached 

• processes for patient involvement in research are fair 
and transparent 

• choice and flexibility in ways to get involved in research 
are offered 

Working together • the purpose of the patient involvement activity is jointly 
defined  

• patient involvement plans and activities are developed 
together 

• there is shared understanding of roles, responsibilities 
and expectations, which may evolve over time 

• individual ideas and contributions are recognized and 
decisions are upheld together 

Support and 
learning 

• resources to ensure and support effective patient 
involvement are designated and monitored 

• support is offered to researchers and patients to address 
identified needs  

• there is an identified point of contact for information and 
support 

• the team builds on what was learned in other projects  

Communications • inclusive and flexible in communication methods are 
used to meet the needs of different people 

• feedback is gathered, offered, shared and acted upon 

Impact • patients are involved in the assessment of patient 
involvement in research 
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• the purpose for patient involvement and its intended 
outcomes are agreed upon 

• information that will help assess the impact of patient 
involvement in research is collected 

• the extent to which the intended purpose and predicted 
outcomes are met are reflected upon, learnt from and 
reported 

Governance • patient voices are heard, valued and included in 
decision making 

• patient involvement strategies and/or plans are in place 
and regularly monitored, reviewed and reported upon 

• responsibility for patient involvement is visible and 
accountable throughout the management structure 

• money and other resources are allocated for public 
involvement   

Adapted from INVOLVE (2019)41  

 

7. IS KCE READY FOR PATIENT 
INVOLVEMENT? 

7.1. KCE culture 

Based on a survey amongst KCE employees, we found that patients have 
already sporadically been involved in former KCE projects. The current 
position paper aims to define a patient involvement policy that is supported 
by the entire organization. Therefore, we wanted to explore to what extent 
experts and other employees at KCE are open to patient involvement in their 
research and prepared involve patients. We also wanted to assess whether 
the KCE staff is ready to endorse the position statements.  

First, we measured the prevailing culture at KCE with respect to patient 
involvement in health policy research by means of a brainstorming session, 
operationalised as a board game. All employees, from general 
management, to researchers and supporting staff, were involved in the 
activity. Arguments in favour or against patient involvement in different 
research phases, as well as conditions for patient involvement were 
collected and analysed using qualitative research techniques. 

In a second phase, we presented 19 position statements to the entire group 
and asked them to vote on each of the statements. The position statements 
were based on the literature review, interviews with representatives of 
Belgian initiatives and patient (umbrella) organisations, and the overview of 
international initiatives and patient involvement activities at international 
agencies. The rationale for each statement was briefly explained. Based on 
the results of the votes, a distinction was made between statements for 
which consensus was reached in favour of a statement (more than 75% 
agreed, and less than 10% disagreed with the statement, n=14) or against 
a statement (more than 75% disagreed and less than 10% agreed, n=1), 
and statements for which no consensus was reached amongst KCE 
employees (n=4). The latter were discussed in a plenary session and re-
voted upon. Afterwards, everyone was given the opportunity to comment on 
all the statements via an online survey. Based on the discussion during the 
meeting and the written comments, the wording of some of the statements 
was changed. There was no new vote on the statements. The final decision 
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whether or not to keep a statement was taken by the management. Rejected 
statements were about (1) the consultation of patients in the selection of 
methods for the research projects (statement for which consensus on 
disagreement was reached amongst KCE employees), (2) the consultation 
of patients in the interpretation of the results and (3) the review of the 
synthesis by patients before publication. One statement which had initially 
not reached consensus, was nevertheless retained after reformulation 
based on the comments of the KCE employees. The statement related to 
the involvement of patients in the scoping phase to help define the elements 
that need to be addressed in the research project. While the initial statement 
suggested co-production of these elements by means of a joint decision 
making process, the reformulated version suggests consultation. This was 
the level of involvement most employees would be able to agree with, 
according to the comments received. Finally, one statement that did not 
reach consensus amongst KCE employees was nevertheless retained. It 
related to the consultation of patients in the selection and testing of data 
collection instruments on patient issues.  

A summary of all comments is included in the scientific report. 

7.2. More arguments pro than contra patient involvement 
We observed variability between experts, both within and between research 
domains (HTA, HSR, GCP and Trials), but in general, across all KCE 
employees (including management and staff) and across all research 
phases, more arguments in favor of patient involvement were given than 
against. These corresponded to a large extent with findings from the 
literature.  

People were least enthusiastic about involving patients in the design phase 
of the project, and most about patient involvement in the dissemination 
phase. The ability of patients to identify the unmet needs and highest 
priorities in their disease area was especially appreciated for the ‘call for 
proposals’ phase by several groups. 

People’s main concern was the impact of patient involvement on time, 
personnel and resources. It was also stressed that researchers and patients 
should clearly communicate their expectations at the start of the project, so 
that they can be adjusted if necessary. In this way, frustrations and 

disappointments are avoided as much as possible. Although some concerns 
were raised about potential conflicting interests and the scientific credibility 
if patients are involved as project partners, the general culture at KCE seems 
to be favourable towards patient involvement in research. 

The final position statements (see below) are fully supported by the KCE 
management. The management is prepared to allocate the necessary 
resources and to adjust the planning, within the framework within which the 
KCE has to fulfil its mission. The concrete operationalisation of patient 
involvement in the KCE research projects (e.g. which ‘type’ of patient 
representatives to involve in specific research phases) will be developed in 
a KCE process book that is yet to be developed. 
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8. WHO, WHEN AND FOR WHAT? 
8.1. Increasing role of patients at KCE 
For KCE, a national research agency strongly embedded in a democratic 
society and aiming at supporting legitimate decision making in healthcare, 
patients do indeed have a moral right to be involved in policy research. Since 
its conception, KCE has contributed to the fundamental reflections about 
legitimacy in decision making, as demonstrated by several of its published 
reports. In 2012 it published a report about "Stakeholder Involvement" in 
KCE work processes (KCE-rapport 174).2 One year later, KCE published a 
report about the acceptability and feasibility of patient and citizen 
involvement in health policy to different stakeholders (KCE-rapport 195, 
2013).42, 43 In 2014, KCE defined the relevant criteria for the appraisal of 
therapeutic and societal need and we consulted the Belgian general public, 
by means of a large survey using a quantitative approach, about the relative 
importance of these criteria for the appraisal of therapeutic and societal need 
and the added therapeutic value (KCE-rapport 234).44 An accountability for 
accountability for reasonableness framework for reimbursement decisions 
was established, recommending the use of these criteria weights. In 2016, 
the criteria and their weights were used in a multi-criteria decision analysis 
model for the appraisal of therapeutic and societal needs, that was piloted 
in collaboration with the unmet needs commission of the NIHDI for the 
appraisal and ranking therapeutic and societal needs in healthcare (KCE-
rapport 272).45 The central role given to patients in KCEs work, is also 
demonstrated by the projects about patient-reported outcome measures 
(PROMs) and patient-reported experience measures (PREMs) to assess 
and improve the quality of care, be it at the national, institutional or individual 
patient level (KCE-rapport 303, 2018).46 

In addition to these reports, representatives of four umbrella organizations 
of patient associations in Belgium (Flemish, French-speaking and German-
speaking and RaDiOrg, the Belgian rare diseases organisation) are 
members of the KCE Board of directors since 2015. KCE also applies a 
patient-centered strategy in its publicly funded trials programme: a patient 
representative is part of the Trials Board, and patient involvement in the 
design of the pragmatic trials submitted for funding is a requirement. 

8.2. Who to involve and when? 
We need to take a position as to who to involve, in which role, when in the 
research process, for what purpose and how.  

In terms of who to involve, there are different options (chapter 2): individual 
patients, patient-experts, patient organisations, umbrella organisations of 
patient associations and sickness funds. Our position is that the goal of 
patient involvement in a policy research project will determine to a large 
extent the actors to be involved, their role and the involvement approach. It 
is important to carefully consider the appropriate approach for the specific 
goal of the involvement, as goals may conflict and give rise to bias 
depending on how patients are involved in the research process.7 Bias 
occurs if patients with a vested interest in the outcome of the research, or 
heavily influenced by the information they received from clinicians or 
industry, have strong decision power on specific aspects of the study. 
Researchers and patients might not always be aware of the impact on 
patients’ views of these influences.7 Because of these considerations, which 
are mainly contextual, the question of who to involve will be tackled in the 
process book. In this position paper, we apply the high-level term ‘patient’ to 
encompass the different possible representatives mentioned before.  

In terms of the ‘when’, we learnt that the quality of the patient involvement 
will depend on patients’ having the opportunity to bring in own ideas. 
Therefore, it is important to involve of patients in the early phases of a 
research project. This also creates realistic expectations about what can be 
achieved, and can help to define ways of working that align with patients’ 
needs. This becomes harder when the study is already ongoing.39  

https://www.kce.fgov.be/en/stakeholder-involvement-in-kce-working-processes
https://www.kce.fgov.be/en/models-for-citizen-and-patient-involvement-in-health-care-policy-part-i-exploration-of-their
https://www.kce.fgov.be/en/incorporating-societal-preferences-in-reimbursement-decisions-%E2%80%93-relative-importance-of-decision
https://www.kce.fgov.be/en/multi-criteria-decision-analysis-for-the-appraisal-of-medical-needs-a-pilot-study
https://www.kce.fgov.be/en/multi-criteria-decision-analysis-for-the-appraisal-of-medical-needs-a-pilot-study
https://www.kce.fgov.be/en/use-of-patient-reported-outcome-and-experience-measures-in-patient-care-and-policy
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8.3. Embedded consultation … 
The ‘how’ question is at this stage answered by means of using the high-
level approaches described in paragraph 2.3, being consultation, 
collaboration or user-led decision making.  

KCE supports the idea of embedded consultation, i.e. patients are regularly 
involved in all research phases. The “patient” involved in each stage of the 
research process might change throughout the process. For example, while 
in the ‘selection of topics’, it could be decided to involve the umbrella 
organisations and sickness funds but not individual patients (as is the case 
now). Individual patients return in the process in the scoping and design 
phase.  

8.4. … under specific conditions 
KCE aims at involving patients in all research phases, if this is relevant and 
appropriate for the project. The KCE will take patients’ views into account, 
but this does not mean that all decisions made in the research process (e.g. 
on the choice of outcome parameters to be studied, the tools to be used to 
collect data from patients, the conclusions to draw from the literature on 
patient preferences) will solely be based on the input of patients. The extent 
to which the advice of patients can be followed will depend on any other 
relevant parameters for the study, which may be less important for the 
patients concerned, but are important for society as a whole and should 
therefore be included in the study because of the remit of KCE. Sometimes 
choices will have to be made to keep the research process feasible and at 
the same time make it fit within the remit and mission of KCE. 

8.5. Commitment towards the patients involved 
Involving patients in research processes implies a commitment towards 
these patients. A fundamental question we need to address in this position 
paper is therefore “what is the level of commitment we should take towards 
the patients involved and what are the limits to this commitment?” 

KCE’s support of the democratic rationale for patient involvement in 
research has implications for the level of commitment that each partner in 
the research process takes with regards to the choices made for the 

research project, e.g. with respect to the design, outcomes, analyses etc. 
Deliberative democracy requires that the different partners in the process 
listen to each other’s perspectives and arguments and are willing to discuss 
these in order to reach a consensus.  

Concretely, a possible level of commitment could be that patients are heard 
and involved but not held responsible for or committed to endorse the 
choices made during the research process, or the conclusions and 
recommendations of the study. On the one hand, this may allow them to 
speak more freely and genuinely play their role as patients. They contribute 
from their perspective to allow better-informed decisions during the research 
process. On the other hand it allows the researchers to take responsibility 
for choices made during the research process that do not completely follow 
the advice of patients but must be taken to comply with the broader mission 
of KCE to support policy decisions that take aspects of sustainability, equity 
and quality of the healthcare system into account. Patients should not feel 
limited in their contributions by these broader goals of health policy, even 
though most patients are not naïve with respect to the decisions to be made 
by the policy makers in healthcare. However, it should be mentioned when 
the conclusions of a study are contradictory with to the patient's voice. 

From a pragmatic point of view, we could state that the level of commitment 
towards actors representing the patients in research processes is directly 
linked to the high-level involvement approach. In case of targeted 
consultation, we have a commitment to seriously consider the contribution 
of patients in the decision making process. The decision itself is not made 
with the patients. In case of embedded consultation, the decision is made in 
discussion with the patients who contributed to the consultation, but the 
‘control’ and hence responsibility remains with the research group. In case 
of collaboration/co-production, the patients or representatives take co-
responsibility for the decisions they were involved in. Their responsibility is 
absolute in case of user-led decision making during research. Note that in 
one project, different levels of involvement can co-exist. Hence, it might be 
that patients do take the responsibility for one aspect of the research 
decisions, but not for others.   

 

  



 

KCE Report 320Cs Patient involvement in health care policy research 17 

 

 

9. KCE’S POSITION STATEMENTS 
REGARDING PATIENT INVOLVEMENT 
IN HEALTH POLICY RESEARCH 

KCE wants to involve patients as much as possible in its research 
projects, in order to support choices to be made during the research 
process about the (best) ways to evaluate patient-related aspects. This 
will improve the quality of its research about patient-related issues. 
Below are KCE’s position statements on how it intends to do this. 
These are inextricably linked, and must therefore be considered as a 
whole.   
KCE always has to find the balance between its commitments towards 
the patients and its legal remit. The management of KCE will try to 
maintain this balance in the most efficient way when making its 
choices. 
A next step is the development of a process book with practical 
guidance for patient involvement in health policy research. This will 
cover several aspects, such as who to involve in which research 
phase, how to select the patient (representative) to be involved and 
which method to use to guarantee meaningful patient involvement.  

1. KCE perceives the fundamental ethical, as well as the 
instrumental and procedural rationales for patient involvement 
decisive enough to take a positive position towards patient 
involvement in health policy research. Patients have the 
democratic right to be involved in research about them, and they 
can contribute a unique perspective to the research from their 
personal experience, competences and knowledge.   

2. KCE aims to involve patients in all research phases if this is 
relevant and appropriate for the project. Patients should not 
necessarily be involved in all policy research projects. The 
relevance and need for patient involvement in research projects 
should be assessed project by project.  

3. Patient involvement in health policy research is complementary 
to the review of scientific evidence and primary data collection, 
not a substitute for it.  

4. Sufficient resources (human, financial, time) should be made 
available to ensure and support effective patient involvement in 
health policy research. KCE aims to assure this availability. 

5. The planning and processes of the projects have to be adapted to 
implement patient involvement in an optimal way.  

6. Researchers and patients or patient organisations should be 
trained to effectively involve patients or be involved in health 
policy research.  

7. Patient involvement activities in health policy research should be 
regularly evaluated and procedures revised when appropriate. 

8. Patient contributions and their potential impact on the research 
process should be reported in the research report.  

9. Patients and KCE researchers should give feedback to each other 
about the collaboration, to potentially improve future 
collaboration.  

10. Everybody, hence also patients, can already today submit topic 
proposals to KCE. This possibility should be maintained. 
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11. Patients should be consulted in the scoping of the KCE projects 
to allow researchers to better describe the context of the research 
topic, taking patient issues into account. 

12. Patients should be consulted in the scoping phase to define the 
patient-related elements that need to be addressed in the 
research project. 

13. Patients should be consulted in the selection of the patient-
relevant outcomes to be included in the study. 

14. Patients could contribute to the decision about the recruitment of 
study participants if primary data collection in patients or 
healthcare users is needed. 

15. Patients should be consulted in the selection and for the testing 
of the data collection instrument(s) to be used in patients or 
healthcare users. 

16. Patients should be consulted to define the minimal important 
difference in patient-relevant outcomes. 

17. Patients should be consulted to get input about the formulation of 
the policy recommendations. This is currently already the case, 
thanks to the presence of the Belgian umbrella organisations of 
patient associations in the Board of KCE. This possibility should 
be maintained. 

18. Patients should be invited to collaborate on the dissemination of 
the results of the KCE project.   
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