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The Belgian Health Care Knowledge Centre (KCE) formally involves stakeholders in HTA
since 2012. Patients are treated as one stakeholder amongst others, but it is recognized that
patient involvement (PI) requires a different approach. The success of implementing PI
depends, however, on the organizational culture toward PI.
Objectives. The objective of this study was to map the PI culture at KCE in the context of the
development of organization-wide supported position statements about PI.
Methods. A nominal group technique was used to measure the PI culture at KCE. Arguments
for and against PI and conditions for PI in different phases of the HTA process were collected.
A literature review and interviews fed the draft position statements, for which support was
assessed by means of a two-round Delphi process.
Results. Arguments in favor of PI in HTA related to the relevance of the scope, expertise with
data collection, bringing in fresh ideas for study design, access to survey participants, valida-
tion of data analyses, adherence to recommendations. Disadvantages and risks included the
lack of scientific knowledge of involved patients, resources requirements, conflicts of interest,
and heterogeneity within patient populations. Conditions for meaningful PI referred to mea-
sures mitigating the identified disadvantages. Eighteen position statements supported by KCE
could be formulated.
Conclusion. The KCE culture seems predominantly positive toward PI, although attitudes
vary between HTA researchers. KCE recognizes the potential value of PI in HTA, but consid-
ers the level of involvement to be contingent on the topic and phase in the HTA process.

Introduction

Patients are in a unique position to contribute an essential perspective to health technology
assessment (HTA) as they know what it means to live with a condition and to be treated for
it. Besides being “carriers of data,” allowing them to inform researchers about the symptoms
and adverse events that matter most to them and have the greatest impact on their lives,
patients can also contribute to the actual assessment process as co-researcher. This
could contribute to the relevance and feasibility of the research questions tackled in the
HTA.

Several HTA agencies have built up experience with patient involvement (PI) in HTA, for
example, HIQA (1), CADTH (2), NICE (3), and G-BA (4). Also EUnetHTA, the European
Network of HTA agencies, has involved patients in its joint or collaborative assessments
(5), and the Spanish Network of Health Technology Assessment, RedETS, has developed a
guideline for PI in HTA (6). In 2019, PI in HTA at the Belgian Health Care Knowledge
Centre (KCE) was limited to the representation of the three Belgian patient umbrella organi-
zations (Dutch, French, and German-speaking) in the Board and unsystematic involvement in
HTAs as part of the stakeholder consultations.

Awareness of the particular role patients could play in HTA and other research performed
at KCE led to desire to develop PI procedures at KCE. It was considered necessary, however, to
develop a formal organizational position with respect to PI in HTA first, before developing and
implementing organization-wide PI procedures. An organizational change can only be suc-
cessful if it takes the culture of the organization toward this change into account (7).
Moreover, measuring the organizational culture can as such prepare the organization for
the future implementation of PI.

This study describes the culture within KCE toward PI in HTA, with the aim to use this
information in the development process of organizational position statements about PI in
health policy research at KCE.
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Methods

Context

The initiative to develop organizational position statements about
PI in health policy research was taken by the management of
KCE. A topic proposal to develop PI processes at KCE had
been accepted by the Board of KCE, and soon after the start of
the process development project, it was felt necessary to be
explicit about KCE’s position with respect to PI in health policy
research, because the processes to implement depend on the
level and intensity of PI that the organization endorses. The devel-
opment of the position statements was considered a full-fledged
KCE project, although its contents were not scientifically vali-
dated by external validators like other reports, because positions
can hardly be contested based on scientific arguments. The report
was submitted for approval to the Board, which consists of differ-
ent stakeholders in the Belgian healthcare system.

The project team consisted of three qualitative research
experts, one health economist, one expert with a nursing back-
ground, and the general manager of KCE, who has a background
in health economics and philosophy.

Scope

KCE performs, besides HTA, also other types of health policy
research, such as health services research (HSR), good clinical
practice guideline development, pragmatic clinical trials, and
methodological research. The results for the other types of policy
research are often also applicable to HTA. We report on all results
relevant and applicable to HTA.

The focus is on the involvement of patients in HTA, that is,
people affected by the disease under consideration, or their repre-
sentatives if patients cannot express themselves, rather than lay
people from the general public, although it is recognized that
for some topics, for example, prevention, “patients” can include
people not (yet) affected by a disease.

Concept definitions

PI in HTA is defined as doing assessments “with” and “by”
patients (8). It could encompass, for example, involvement in

the choice of HTA topics, helping to define the scope of the
HTA, assisting in the design, assessment, or dissemination of
the findings of the HTA.

PI in HTA encompasses several intensities of engagement. We
complemented the conceptual definition of PI of INVOLVE with
the operational definitions developed by Hughes and Duffy for
public involvement in research and adapted the latter to the
more narrow focus of PI in HTA: (9)

• Targeted consultation implies involvement where patients are
contacted and consulted on specific aspects of the HTA, for
example, to provide feedback on a summary or on the wording
of a questionnaire (9).

• Embedded consultation is a level of involvement where patients
are consulted regularly throughout the entire HTA process,
from developing ideas for assessment of topics to disseminating
findings. The HTA team keeps ownership and control over the
assessment (9).

• Collaboration and co-production implies involving patients in
the assessment team, either as co-researchers or as contributors
to key decisions regarding the HTA processes and findings, for
example, about the tools, choice and wording of survey ques-
tions, data analysis, and presentation of findings (9).

• User-led involvement or coordination implies that patients take
the lead, control, and manage the HTA. They decide on the
scope, research questions, design, planning, and reporting of
the HTA (9).

Culture measurement

The flow-chart of the study, with the different steps taken to arrive
at position statements about PI at KCE, is presented in Figure 1.
First, we measured the culture toward PI at KCE, then we devel-
oped draft position statements which were subsequently submit-
ted to the Delphi panel in two rounds. An open online survey
was then sent to all KCE staff members to obtain written com-
ments on the draft position statements, which helped to formulate
the final statements. Participants were from the beginning fully
informed about the reasons and ultimate objective of the exercise,
that is, to develop position statements about PI at KCE.

Figure 1. Development process of the position statements about PI at KCE.
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The openness/resistance toward PI in KCE research, including
HTA, was measured using a nominal group technique. A board
game was developed as data collection instrument for the nominal
groups (Figure 2). The “patients on board”-game was played by
researchers at KCE as well as by the supporting and administra-
tive staff and management, in eight groups of six to eight people:
one for HTA (n = 6), two for HSR (n = 12), one for clinical prac-
tice guidelines (n = 6), one for pragmatic trials (n = 6), two for
support (n = 16), one for data analysis (n = 6). The rationale for
creating different groups for different types of research or roles
in KCE projects was that it would facilitate the communication
amongst the participants because they understand very quickly
what someone is talking about. Groups started at different phases
of the research process, because time was limited and the aim was
to collect arguments for all research phases. Each group played
simultaneously in separated rooms under the supervision of a
game master. The game masters were all internal to KCE and
included all members of the research team, one communication
specialist, one project facilitator, and one program manager.

The aim of the gamewas to collect arguments for or against PI or
conditions for PI in different phases of the research process: identifi-
cation and selection of topics for research, scoping, design andmeth-
ods definition, data collection and analysis, reporting of results,
formulation of recommendations, and dissemination of results.

For each valid argument, participants received a reward.
Participants could also challenge each other’s arguments and
get a reward for each valid counter-argument or condition. An
argument was considered invalid if it had been mentioned before
by someone else for the same research phase. The same argu-
ments and conditions could apply to different research phases.
The reward was a LEGO® block with which the group could
build a construction after finalization of the game.

The game master supervised the flow of the game, made sure
the rules were followed, made notes of the arguments, and mon-
itored the time. After the game, each group selected its main argu-
ment pro, contra, and its main condition for PI, across all phases
of policy research. These were brought together in a plenary ses-
sion, where all groups presented their main arguments, followed
by a plenary discussion with all participants. The plenary discus-
sion revealed interesting insights into the prevailing culture about
PI at KCE, irrespective of the research domain.

HTA researchers were active participants in the discussion and got
feedback on arguments and statements from other researchers, which
is demonstrative for the close interactions between research fields at
KCE. Therefore, we report on all results that are applicable to HTA.

Development of draft position statements

In the next step, the draft position statements were developed. To
nourish the position statements, besides the culture measurement,
a scoping review of the literature on PI in health research was per-
formed, PI initiatives in other countries and networks were
described, Belgian researchers with experience with PI in research
in Belgium and the three Belgian patient umbrella organizations
were interviewed. The methods and results of the scoping review
and interviews are described elsewhere (10). The interviews with
the patient umbrella organizations provided information on their
perspectives with respect to the feasibility of PI approaches (inten-
sity and phases) in KCE research.

PI initiatives such as INVOLVE and the James Lind Alliance in
the UK, HTAi, G-BA in Germany, Healthcare Improvement
Scotland, the Canadian Agency for Drugs and Technologies in
Health, EUnetHTA, RedETS, and some smaller initiatives were
studied to exemplify how PI could be conceived in an HTA
agency (10).

The co-authors of this manuscript formulated twenty-one
draft position statements based on the input of the literature
review, the interviews, and the arguments and conditions
obtained from the nominal groups.

The support for the draft position statements amongst all KCE
employees was assessed through a two-round face-to-face Delphi
process, followed by an online survey to collect written comments
on the draft statements. The participants to the Delphi panel first
voted on each position statement (first Delphi round), using one
out of four response categories: agree, almost agree (agree with the
principle but reformulation required), disagree somewhat (tend to
disagree, but no very strong feelings), strongly disagree.
People who have no opinion on a particular statement were
asked not to vote. Participants could express an opinion against
PI in general by voting negatively on the first statement about
KCE taking a positive position toward PI in health policy
research. The votes were anonymous. Consensus for acceptance
was defined as 75 percent or more of the respondents voted
“agree or almost agree” AND less than 10 percent voted “strongly
disagree,” consensus for rejection as 75 percent or more voted
“disagree or disagree somewhat” and less than 10 percent voted
“agree.” If consensus was reached, the statement was adopted. If
no consensus was reached, the statement was submitted to a sec-
ond voting round after all statements had been voted upon and a
plenary discussion on that statement had taken place (second
Delphi round).

After the second Delphi round, everyone had the opportunity
to comment or make suggestions for all statements via an online
questionnaire. Based on the comments of the meeting and in the
web-survey, the research team discussed (1) for statements that
reached consensus, whether re-wording would clarify statements
without changing the basic idea of the statement; if so, a reformu-
lation was proposed, and it was assumed that in these cases, con-
sensus would still be reached for the clarified statement, and (2)
for statements that did not reach consensus, whether a reformu-
lation is possible that would increase the agreement amongst
the KCE staff; this was done only when all comments for a par-
ticular statement went into the same direction. When the

Figure 2. KCE’s “Patients on Board”-game as a nominal group instrument.
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comments went in different directions, no changes were made to
the statement. The final decision about the reformulated state-
ments was made by the general management. Rejected position
statements, or statements which could not be reformulated to
meet the comments, were not retained.

Results

PI culture

The results of the nominal group of HTA researchers are pre-
sented in Table 1. The group started the “patients on board”-game
at the “scoping”-phase. There was insufficient time to discuss PI
in the dissemination and recommendations phase.

The raised arguments in favor of PI in HTA related to the
increased relevance of the scope, expertise with data collection,
potential to bring in fresh ideas for the study design, access to sur-
vey participants, validation of data analyses, better adherence to
recommendations.

Disadvantages and risks mentioned by the participants included
the lack of scientific knowledge of involved patients, credibility of the

HTA, the added value of PI, required resources for PI, conflicts of
interest, and heterogeneity within patient populations. It was also
emphasized that PI should by no means replace scientific research
on patient-related aspects. Concerns were raised about patients’ sub-
jectivity, emotions, and lack of ability to distinguish between their
personal problems and the more macro-oriented perspective of
HTA, thereby slowing down the HTA process. With respect to con-
flicts of interest, it was highlighted that some patient organizations
are fully funded by the pharmaceutical industry, and might therefore
have a conflict of interest when they contribute to an HTA on a par-
ticular pharmaceutical product or when they submit topic proposals.

Conditions for effective and meaningful PI in HTA related to
measures that would mitigate the identified disadvantages, such as
conflict of interest management, methods for identification and
selection of patients to be involved, and careful consideration of
whether PI is really expected to be valuable for the HTA before
embarking upon the activity. HTA researchers also felt that it is
important for KCE to develop clear methods and procedures
for PI before starting a systematic approach, defining patients’
role and expected input, and researchers’ freedom to decide
what to do with the input of patients.

Table 1. Arguments pro and contra PI and conditions for PI in HTA

Research phase PRO CONTRA CONDITION

Scoping • Identification of priorities in patient
needs

• Early identification of patient needs
• Get information about things you need to
know. Afterwards researchers can still
decide what to do with this information

• Better adherence to recommendations
• Help to identify political issues from the
patients’ perspective early

• Lack of scientific knowledge, with a
subsequent risk of too broad,
unrealistic scope

• Time investment: very time consuming
if done for all projects

• Patient needs are not necessarily the
same as those of the decision maker
(potential clash between needs)

• Group of patients is heterogeneous
(è advice of subgroup only)

Design • Patient (organizations) may have
experience with surveys and organizing
data collection

• The more experience we get with PI, the
less time consuming it will become

• PI may help to discover new methods
beyond our comfort zone

• PI may help to make our methods known
to patients (educational aspect)

• Time investment
• Patients have no methodological
expertise

• Patients could suggest methods that
are not scientifically sound

• Preferably always involve the same
patient group (for the educational
aspect), or one reference person

Data collection • Experience with a pathology allows to
better evaluate a new technology

• PI may facilitate access to patients to
survey/include in a study

• Patients (organizations) are not neutral,
they have a potential conflict of interest

• Better use existing PRO’s/existing
evidence than new surveys

• No representative view (patient
organizations are not representative)

• KCE has to study how/which
methods to use for PI in which
situation

• KCE has to be able to choose how
patients are selected for
involvement

• PI could be interesting for some but
not all projects (e.g. new
technology: patients have no
experience yet)

Analysis • Patients can contribute to the validation
of the analyses (validity of the
interpretation of results)

• Patients become judge and party if
involved in the analysis

• (related to previous) Weighting of
results might be different

• Patients might focus too much on their
own situation (and might be dominant
in meetings)

• Mainly in the interpretation, not in
analysis itself

• PI only if the patient representative
has consulted at least a number of
other patients

Dissemination • Dissemination via patient organizations
(are a route of communication)

• Possible clash if recommendations KCE
are not in accordance with
recommendations of patient
organizations
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Similar arguments were observed in the other nominal groups.
Some arguments return in different phases of the research cycle,
for example, potential conflicts of interest, time consumption,
lack of knowledge.

During the plenary session, also phases that were not
addressed in the HTA nominal group were discussed. For exam-
ple, in the “call for proposals”-phase, the involvement of patients
was considered to be beneficial to avoid that topics submitted
relate mainly to highly prevalent conditions or very science-driven
topics. However, it was also argued that increased PI in this phase
might also reduce the overall appropriateness of the KCE research
portfolio, because KCE has a societal remit, and also needs to
tackle societal issues that surpass individual patients’ concerns.
Too much focus on individual patients’ priorities might neglect
other important healthcare topics with a strong societal impact.
The current processes at KCE allow every citizen, organization,
or institution to submit proposals. Some plead to keep it that
way, and not put additional efforts in collecting proposals from
patients. It was also mentioned that for the prioritization of
assessment topics, a new selection criterion such as “relevance
for patients,” should be included.

There was disagreement regarding the appropriateness of
involving individual patients in the recommendations phase.
Some argued that patients can bring in the daily life perspective,
to make sure the recommendations following from the assessment
make sense in practice. Others considered this inappropriate to
involve patients in the recommendations phase because individual
patients are rarely a direct target group of the recommendations.
There was general agreement, though, that involvement of the
patient umbrella organizations in the discussion on the recom-
mendations at the Board of KCE is important. For the dissemina-
tion of results, it was mentioned that patients could help
developing patient summaries or patient fiches.

Because of the concerns related to appropriateness, several
conditions were identified for PI at KCE, such as “patients should
only be involved if primary data collection in patients is needed,”
“patients should not be involved if the study relies on quantitative
data analysis only,” “PI in the analysis phase might be appropriate
but should be a free choice of the research team.”

Finally, the issue of representativeness of patients involved was
raised for several research phases. Heterogeneity within patient
populations was considered as a barrier for PI in the call for pro-
posals, the scoping of the research study and the design. However,
if specific conditions with respect to representativeness could be
met, the balance could move to more support for PI. It was con-
sidered important by the KCE members that it can be assured that
patient representatives involved are representative of a sufficiently
large patient population. For example, umbrella organizations of
patients associations, representing a wide range of patient organi-
zations, are currently involved in the selection of topics. They
have acquired experiential knowledge for several conditions, by
collecting experiences from a wide range of patient populations.

For the design phase, a possible condition could be to always
include the same group of patient representatives, or to apply a
selection procedure for patients similar to the selection procedure
for subcontractors. These could be “expert”-patients, who are or
became familiar with scientific approaches.

Endorsement of draft position statements on PI at KCE

The 21 draft position statements related to the fundamental eth-
ical, instrumental, and procedural rationales for PI, the

consideration of the relevance and need for PI, the complemen-
tarity of PI to patient-based evidence, required resources for PI,
impact on planning, required training, evaluation, reporting, feed-
back, and who to involve, when, and for what purpose.

Nineteen statements were submitted to the Delphi panel. Two
statements were not, because they reflected current, already widely
accepted KCE work processes: (i) involvement of patients in the
call for proposals and (ii) involvement of patients in the formula-
tion of the recommendations, by means of the patient umbrella
organizations.

Fourteen out of nineteen statements reached consensus for
agreement and one for rejection in the first Delphi round
(Table 2). After the discussion of the four statements for which
there was dissensus in the first round, dissensus remained in
the second round (Table 2). The arguments given during the ple-
nary discussion after the first Delphi round are summarized in the
last column of Table 2, together with the comments obtained
from the online survey. Forty out of 71 KCE staff members
responded to the survey.

The comments during the discussion and on the web-survey
provided important insights. First, they revealed that it was insuf-
ficiently clear to the respondents that the position statements
relate primarily to PI for the purpose of better addressing patient
issues in an assessment, and not to involving patients in all the
decisions made during the assessment. Depending on the
topic and the available patient-based evidence, it might be that
PI is only required for specific assessment elements (e.g.
patient-relevant outcomes) and not for others (e.g. cost-
effectiveness analysis). Second, the use of the term “should” in
the statements triggered resistance. It should be made clear that
this term only implies an obligation in situations where PI is con-
sidered relevant because there are (potential) patient issues.
Third, the specification of who should be involved as patient rep-
resentative (individual patients, patient organizations, or others)
in the position statements triggered many concerns and questions.
It was decided to remove these specifications and use the term
“patients” throughout the position statements as an overarching
concept, encompassing different types of representatives. The
specification of who should represent patients in which stage
and for which purpose was out of scope of the current study
but will be developed in a next stage in a practical process note.

After consideration and adaptation of some statements, eight
out of the twenty-one draft statements were reformulated and
three rejected. The rejection of some draft position statements
was possibly in contradiction with what we know about the use-
fulness of PI. Regarding the statements for which there was dis-
sensus in the second Delphi round, the following decisions were
taken:

• A statement for which all the comments went into the same
direction, for example, not agreeing with co-production of ele-
ments to be considered, but all agreeing with consultation,
was retained after re-formulation.

• The statement about the consultation of patients to select and
test data collection instruments was retained by the
management.

• The heavily debated statement about the consultation of
patients for the interpretation of the study results was rejected.

• The statement about giving the patients the opportunity to
review the synthesis and give feedback before publication was
rejected for two reasons: first, practical issues make this
approach unfeasible. Belgium is a country with three official
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Table 2. Draft position statements presented to KCE for voting, results first and second Delphi round, comments from plenary discussion and online survey and final
decision

Draft position statement and comments Delphi Decision

KCE perceives the fundamental ethical, as well as the instrumental and procedural rationales for
PI decisive enough to take a positive position toward PI in health policy research.
General support for this statement.

Round 1: Consensus
agreement

The relevance and need for PI in research projects should be assessed project by project.
Agreement that for each project automatically the reflection of the relevance and need for PI
should be made. At the same time it should be considered in which phase of the project PI
would be relevant and needed. As a caveat, it was mentioned that there might be a risk of
arbitrariness: some researchers will more easily consider PI relevant or needed than others.
Therefore, criteria for the assessment of the relevance/need for PI must be developed, to keep
the process transparent and consistent.

Round 1: Consensus
agreement

Final statement

PI in health policy research is complementary to the review of scientific evidence and primary
data collection, not a substitute for it.
No comments

Round 1: Consensus
agreement

Final statement

Sufficient resources (people, time, and budget) should be made available to ensure and support
effective PI in health policy research.
Comments about the proportionality of the resources used for PI. Resources for PI should
remain proportional to the overall resources available to KCE to fulfil its mandate. The added
value of PI should be evaluated in relation to its “opportunity costs” in terms of, e.g. less time
for and hence possibly lower quality of other parts of the assessment, or increased duration of
the projects. Suggestion to carefully select the steps in which patients’ input will be asked, also
to avoid creating false expectations.
Someone mentioned that PI does not necessarily require more resources than involvement of
other stakeholders. The importance of building expertise and support from experts with
knowledge on how to involve patients was highlighted.

Round 1: Consensus
agreement

Final statement

The planning of the projects has to be adapted to implement PI in an optimal way.
Comments about the need to balance additional time investment against other uses of this time
and ability of KCE to respond timely to policy questions. It was noted that the impact of PI on
the planning depends on the level of involvement.

Round 1: Consensus
agreement

Final statement

Training should be organized for researchers and patients/patient organizations to effectively
involve patients or be involved in health policy research.
Several practical concerns: who is going to organize these trainings, is this the role of KCE, time
consuming, lack of experience with this kind of training, etc.
Some respondents disagree that patients need to be trained. Others question whether patients
are willing to be trained. A suggestion was made to discuss the need for training on an ad hoc
basis. Whether or not patients or researchers need to be trained will depend on the research,
topic, and methods.

Round 1: Consensus
agreement

Final statement

PI activities in health policy research should be regularly evaluated and procedures revised when
appropriate.
General agreement but request to implement PI gradually. The need for the development of a
structure and procedures for PI which are regularly reviewed based on experiences, is
mentioned.

Round 1: Consensus
agreement

Final statement

Patient contributions and potential impact should be reported in the study report.
Doubts about the feasibility of assessing and reporting impact. Not always possible to isolate
the impact of patients’ contributions from that of other people’s. Fear is expressed that this may
lead to eternal discussions with patients if they do not agree with the decisions made or
feedback given, and a lot of additional work to justify every decision made during the HTA.

Round 1: Consensus
agreement

Final statement

Patient representatives who have been involved should receive feedback from KCE and provide
feedback to KCE to potentially improve future collaboration.
Clarification questions: feedback about what: the collaboration (communication, modes of
collaboration…), content of patients’ contributions or choices made during the project?
Concerns about treating patients differently from other stakeholders. KCE does not give or ask
for feedback from other stakeholders. For some this is an argument against doing it for patients,
while for others it is an argument to do it for other stakeholders too. Informal feedback was
suggested to keep it feasible, rather than via formal written procedures.

Round 1: Consensus
agreement

Reformulated, to final
statement

Individual patients and/or patient organizations should be consulted in the scoping of the KCE
projects to allow researchers to better describe the context.
Problems with the distinction between the different types of patient representatives (individual
patients, patient organizations, umbrella organizations…) in this and the next nine statements.
PI for context description is accepted, but PI in scoping may be more complicated, especially
when decisions are made on the in- or exclusion of some patient categories. Quid if it is decided
to exclude patients represented by the organization from the scope or include patients for which
there is no representation?

Round 1: Consensus
agreement

Reformulated, to final
statement

(Continued )
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Table 2. (Continued.)

Draft position statement and comments Delphi Decision

Individual patients should contribute to the scoping by co-producing the elements that need to
be addressed in the research project.
Comments that people would agree with the statement if “co-producing” would be replaced by
“consulted to identify elements to be addressed”. Strong expression that researchers feel that
their expertise should prevail: 21 comments state that “the researchers should take the final
decision” and “consultation is acceptable, but not co-production.” Suggestion to implement this
gradually, starting with “consultation” and moving to “co-production.” Requires training and
experience: patients need to feel confident enough to be involved and KCE researchers need
experience the benefits of PI for the quality of their work.

Round 1: Dissensus
Round 2: Dissensus

Reformulated, to final
statement

Individual patient “experts” and/or patient umbrella organizations should be consulted on the
selection of methods for the projects.
Resistance against involving patients in the methods selection: researchers have the
methodological expertise, patients may lack scientific knowledge. Suggestion not to ask patients
which method they consider appropriate but rather explain the methodological choices made
and the reasons for these choices. Patients could help to identify gaps in the proposed methods,
highlight potential risks, help to fasten the process, etc. Emphasis on consulting patients only
for the methods relating to the collection of patients’ perceptions, opinions, experiences… and
not for methodological choices in other domains.

Round 1: Consensus
disagreement

Rejected

Patient organizations should be consulted in the selection of the outcomes to be included in the
study.
Suggestion that researchers preselect the (scientifically sound and relevant) outcomes and then
ask patients’ opinions about this. Input from patients in outcome selection should be limited to
the selection of patient-reported or patient-relevant outcomes.

Round 1: Consensus
agreement

Reformulated, to final
statement

Patient organizations and/or patient umbrella organizations and/or sickness funds could
co-decide on the approaches for recruitment of participants if primary data collection in
patients or users is needed.
Suggestion to replace “co-decide” by “be consulted”, with the final decision to be made by the
researchers.

Round 1: Consensus
agreement

Reformulated, to final
statement

Patient organizations should be consulted to select and test the data collection instrument(s).
Several concerns about this statement. First, need for clarification that it concerns instruments
for collecting patient-relevant data (patient perspectives, preferences, quality of life, etc.).
Second, selection and testing of the instruments should be separated. Patients with scientific
knowledge could be involved in the selection, patient organizations in the testing. Third,
researchers should make a preselection of scientifically valid instruments before consulting
patients about the selection. Fourth, testing may be redundant if the instruments have already
been extensively tested and evaluated in literature.
Some respondents do not see the value in consulting patients for the selection of instruments if
they have already been involved in the design phase (choice of methods).

Round 1: Dissensus
Round 2: Dissensus

Reformulated, to final
statement

Individual patients and/or patient organizations should be consulted to define the minimal
important difference in patient outcomes.
Comments that this is not always relevant or applicable. Suggestion to consult patients only
when researchers are not sure of their interpretation of a difference in patient outcomes or when
they feel complementary inputs are necessary to understand some results. Notes of cautions
about consultation of only one or two patients: research designs should not be changed based
on the opinion of a few patients.

Round 1: Consensus
agreement

Reformulated, to final
statement

Individual “expert” patients should be consulted to interpret results of analyses.
Mixed opinions about the use of “should” or “could.” For some, “should” is too strong, others
think “could” is not binding enough.
The term “expert patients” is ambiguous. It could refer to individual patients with experience
(expert by experience) or to a patient with a scientific background or educated in scientific
approaches (as meant here).
Preferences to see clarified that it only concerns cases where the results are unexpected or
strange. Then, patients can possibly, but not necessarily, help to interpret the results. This
already happens during current stakeholder meetings, which include patients. Consulting
patients separately from stakeholder consultation implies an extra, “unnecessary,” step in the
assessment process. Reference was made to possible links of patient organizations with
industry, and that “we wouldn’t let the industry help us interpret our results either.”
Suggestion to triangulate different sources of information. Patient consultation could be one
source.

Round 1: Dissensus
Round 2: Dissensus

Rejected

Patient organizations and/or patient umbrella organizations should be given the opportunity to
review the KCE synthesis and give feedback before publication ( = consultation).
Comments that this already happens, with the patient umbrella organizations being member of
the Board of KCE. Making an exception for patients as compared to other stakeholders, does not
seem appropriate. Moreover, the synthesis is the responsibility of the communication and
research team, there is no need for additional review by patient organizations.

Round 1: Dissensus
Round 2: Dissensus

Rejected

(Continued )
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languages. It is not feasible nor efficient to translate the synthe-
sis in three languages before review and to revise all three lan-
guage versions after the review. This would take
disproportionally much time and resources. Second, currently
the patient umbrella organizations actually already review the
synthesis before publication, as members of the KCE Board.

The two position statements that confirm and perpetuate an
actual situation regarding the role of patients in the call for propos-
als and formulation of recommendations are included in the final
statements to strengthen the position of KCE on these points.

The final position statements are presented in Box 1.

Discussion

This study reports on the measurement of an organizational cul-
ture regarding PI in HTA and other similar types of health policy
research. In general, although KCE staff was principally in favor of
PI in their research and see some clear advantages, there was also
some resistance. Researchers experienced in PI in their research
tended to emphasize the advantages, whereas the less experienced
staff members mainly raised concerns. To assess whether experi-
ence with PI changes the acceptance and rejection of statements,
the PI culture will be re-measured in 3–4 years.

Main arguments in favor of PI were identified for the very
early phases of an assessment (call, scoping) and for the last
phases (recommendations and dissemination or results). In the
early phases, it is considered that patients can bring in important
knowledge on what is important to them, what their unmet needs
are, and what their priorities are.

Main arguments against PI were situated in the middle phases
of the research process: the design, data collection, and analysis
phases. Patients’ lack of knowledge on scientific approaches and
potential conflicts of interest were mentioned as possible obsta-
cles. Also the impact on the time needed for HTA was empha-
sized: having to explain all methodological choices to patients,
in order to allow them to get ownership of the project, is consid-
ered too time consuming and hindering the research flow. This
concern was reduced when it was explained that the scope of PI
in HTA would be to improve the assessment of patient-related
and patient-relevant issues in HTA, rather than to impact all
HTA domains and hence patients should not necessarily be
involved in the entire assessment process. In specific cases they

could, but this would not be a requirement. For example, for
the economic evaluation, the relevant input from patients should
preferably come from patient-based evidence (data collected in
patients). Patients do not have to be involved in methodological
choices about the cost-effectiveness analysis. A learning from
this observation of expressed concerns is that it is absolutely cru-
cial to insist on the precise scope and expectations of PI for the
project from the very beginning of the culture measurement.

We integrated different levels of involvement in our draft posi-
tion statements, from targeted consultation to user-led involvement.
The higher levels triggered much discussion amongst KCE research-
ers, who felt it would limit their autonomy. Consultation was easily
accepted because KCE already consults systematically with stake-
holders during research projects. INVOLVE advises against viewing
these approaches as hierarchical levels, and stresses that the quality
of the relationships built between patients and researchers, parity of
participation, and impact of PI are more important and different
approaches can be applied in one project (11;12). Main conditions
for PI brought forward were spread across all phases of the HTA
process. Conditions relate to disclosure of possible conflicts of inter-
est, scientific knowledge and educational background of patients
involved, clear procedures and processes for PI (who to involve,
how to involve them), and availability of resources (time and
budget).

By publishing position statements about PI and defining
KCE’s level of commitment toward PI, KCE expresses how it
sees the role of patients in its HTAs and hopes thereby to create
realistic expectations about PI in those assessments. The umbrella
organizations of patient organizations were consulted by means of
a semi-structured interview in order to take their position about
feasible levels of involvement into account in the formulation of
the draft position statements. Patient organizations are also repre-
sented in the Board of KCE that approved the position statements.

Important considerations for the endorsement of the position
statements were that the management of KCE endorses the set of
position statements and commits to freeing resources to allow for
PI in HTA. Of course, KCE always has to find the balance
between its commitments toward the patients and its legal
remit. Moreover, KCE’s resources are also limited, hence choices
will have to be made and PI will not always be pursued if the
expected added value is limited.

A general principle is that expectations from the involvement,
both from the patients’ side and the researchers’ side, should be

Table 2. (Continued.)

Draft position statement and comments Delphi Decision

Concerns that this approach would considerably lengthen the process and might not be feasible
in the three official languages in Belgium. Suggested changes would have to be introduced in
four language versions (English, Dutch, French, German). Giving feedback to the patient-reviewer
might further delay the publication of reports.
Support for approach if patients were already involved in previous phases of the research
project. Some consider “should be given the opportunity” too soft and suggest “should review”.

Individual patients and/or patient organizations and/or patient umbrella organizations and/or
sickness funds should collaborate on the dissemination of the results of the KCE project.
Overall agreement that patients can play an important role in the dissemination phase.
However, they cannot be obliged to collaborate. Suggestion to replace “should” by “should be
invited or encouraged to.” The concern was raised that patients may be more willing to
disseminate “positive” results than for example studies which conclude we should not reimburse
a drug or device. Specifically in some fields the link between the industry and patients is very
strong.

Round 1: Consensus
agreement

Reformulated, to final
statement
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discussed openly at the beginning of the involvement process with
all those involved.

The next step will be the development of a methodological
guide with practical guidance for PI in HTA and other types of
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 guar-
antee meaningful PI.

Describing and understanding the PI culture of an organiza-
tion is an important first step in the process of implementing
PI processes. It allows to anticipate on perceived or expected dis-
advantages of PI, such as increased workload and time, loss of
autonomy, biased assessments, and concerns such as conflicts
of interests and lack of knowledge of patients and loss of credibil-
ity of assessors. Mobilizing examples of good experiences by col-
leagues who did already involve patients in their work might help
to convince more skeptical colleagues. The measurement as such
has already changed people’s point of view.

When a process note for PI is developed, it will have to take
the current culture into account, but should allow to deal with
a changing culture as time goes by. With increasing experience,
the guidance might change.

Conclusion

While overall, the position of KCE staff seems positive toward PI
in HTA, there are also concerns and perceived risks and disadvan-
tages that need to be mitigated by means of clear procedures and
measures. Discussing the perceived and experienced pros and
cons, as well as possible conditions for effective PI helps to change
the culture. As such, culture measurement is in itself an interven-
tion to make the organization ready for PI processes.
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