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Objective The aim of this study was to gain better insight into the
quality of patient participation in the development of clinical prac-
tice guidelines and to contribute to approaches for the monitoring
and evaluation of such initiatives. In addition, we explore the poten-
tial of a dialogue-based approach for reconciliation of preferences of
patients and professionals in the guideline development processes.

Methods The development of the Multidisciplinary Guideline for
Employment and Severe Mental Illness in the Netherlands served
as a case study. Methods for patient involvement in guideline
development included the following: four patient representatives in
the development group and advisory committee, two focus group
discussions with patients, a dialogue session and eight case studies.
To evaluate the quality of patient involvement, we developed a
monitoring and evaluation framework including both process and
outcome criteria. Data collection included observations, document
analysis and semi-structured interviews (n = 26).

Results The quality of patient involvement was enhanced using
different methods, reflection of patient input in the guideline text,
a supportive attitude among professionals and attention to patient
involvement throughout the process. The quality was lower with
respect to representing the diversity of the target group, articula-
tion of the patient perspective in the GDG, and clarity and trans-
parency concerning methods of involvement.

Conclusions The monitoring and evaluation framework was useful in
providing detailed insights into patient involvement in guideline devel-
opment. Patient involvement was evaluated as being of good quality.
The dialogue-based approach appears to be a promising method for
obtaining integrated stakeholder input in a multidisciplinary setting.
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Introduction

The involvement of patients in clinical practice
guidelines (CPGs) is increasingly advocated.
This is based on the argument that patients have
the moral right to participate in decisions that
affect them and that patient involvement can
contribute to their implementation in practice.'
In addition, patient involvement is thought to
increase the relevance and quality of guidelines
as their experiential knowledge can complement
scientific evidence.>* However, Bovenkamp and
Trappenburg, based on a literature review on
patient and public participation in guideline
development, state that no empirical evidence
was found to support this.” According to Boivin
et al..® the ‘paucity of rigorous process and
impact evaluations limits current understand-
ing of the conditions under which patient and
public involvement programmes are most likely
to be effective’ (p. 4). This statement under-
lines the need for in-depth investigation,
based on empirical research, of current initia-
of patient participation in guideline
development.

The most common methods for patient
involvement in guideline development are as fol-
lows: patient representation in guideline devel-
opment groups (GDGs), patients reviewing
final drafts of the guideline and consultation
of patients through focus group discussions
(FGDs) or questionnaires.” Several barriers to
and facilitators of patient involvement in CPGs
have been identified. One concrete barrier is the
difficulty of reconciling the preferences of
patients with the views of professionals and with
evidence from the literature.'” Other important
barriers are the lack of clarity about the roles
and tasks of patients in the process, lack of
resources for supporting patient representatives
in GDGs and doubts about the representative-
ness of the patients selected.'®'® Potential
facilitators of participation include the active
involvement of patients in all phases of guide-
line development, clarification of the role of
patient representation, attention to adequate
selection of patient representatives and provi-
sion of training and support for patient repre-

tives
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sentatives.”>!” Considering the limited under-
standing of patient involvement, scholars have
argued for more research to identify key compo-
nents of successful patient involvement initia-
tives, better evaluation of patient involvement
and research on alternative methods of patient
involvement.%'°

In this study, we develop a framework for
monitoring and evaluating (M&E) patient
involvement during the development of the
Multidisciplinary Guideline on Employment
and Severe Mental Illness® in the Netherlands
during 2010-2011."% In the guideline develop-
ment process, both common methods for
patient involvement (patient representatives in
the GDG and advisory committee, and FGDs)
and innovative approaches (case studies and a
dialogue session) were employed. Particular
attention is paid to the use of a dialogue-based
approach in the reconciliation of preferences of
patients and professionals. This study aims to
provide insights into the process and the out-
comes of patient participation in CPGs and to
contribute to the development of comprehen-
sive approaches for the M&E of patient
involvement.

Methods

This section first provides a detailed description
of the case under study. Second, the monitor-
ing and evaluation framework which was
developed to study the case is presented. Last,
the methods used for monitoring and evaluat-
ing the case study are described.

Case description

The case study involves patient participation
in the development of the Multidisciplinary
Guideline on Employment and Severe Mental
Illness. This guideline provides recommenda-
tions for supporting people with chronic and
severe mental illnesses in employment, with a
focus on job tenure.'” Box S1 provides infor-

“Multidisciplinaire richtlijn ‘werk en ernstige psychische
aandoeningen’.
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mation about the organizations that were
involved.

A GDG took the main role in developing the
guideline, with its work monitored by an advi-
sory committee. Among the nine GDG mem-
bers were two patient representatives, one of
whom changed jobs during the process and no
longer formally represented a patient organiza-
tion. Two of the twelve members of the advi-
sory committee were patient representatives, one
of whom joined halfway through the process.
Over a period of 2 years (2010-2011), the GDG
and the advisory committee met, respectively,
eight times and three times to formulate recom-
mendations concerning five key research ques-
tions. The literature searches were performed by
an information specialist. Reviewing and writing
tasks were divided among the GDG members.
In addition, four focus group discussions
(FGDs), a dialogue session and eight case stud-
ies were held to obtain insights from practice.
Figure 1 provides a schematic representation of
the different steps and activities in the guideline
development process.

Four FGDs were held separately with
patients (n = 8), expert patients® (n = 10), family
members (7 = 9) and professionals (n = 7). The
four FGDs had a similar design and aimed at
the articulation of the participants’ needs
regarding employment and severe mental illness.

The FGDs were followed by a dialogue ses-
sion in which fourteen participants from the
FGDs took part, including patients (5), expert
patients (3), family members (3) and profes-
sionals (3). In the dialogue session, the findings
from the FGDs were presented to verify and
complement them. After this, participants for-
mulated recommendations for each key
research question of the guideline. They did
this in small, mixed groups of two or three par-
ticipants and presented their recommendations
to the group. The FGDs and the dialogue ses-
sion were organized and facilitated by the

®We refer to expert patients in this study as: ‘patients who
have been diagnosed with a mental illness and who are cur-
rent or past users of mental health services providing ser-
vices to other patients in the form of advocacy, self-help,
counselling, training and/or research’.

© 2015 John Wiley & Sons Ltd
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research manager (second author) and a
researcher from the Athena Institute (first
author), who also acted as the monitor of the
process. For each session, a summary report
was produced and sent to the participants for a
member check.

For the eight case studies, three persons were
interviewed per case: a patient, an employer or
manager, and a job coach. The interviews were
carried out by the research manager, a research
assistant and a patient representative who was
a member of the GDG. They made a case
description for each case. Members of the
GDG assessed the case descriptions and subse-
quently formulated additional questions. In a
second interview round, a follow-up of the case
studies was carried out in which the patient
and job coach together reflected on develop-
ments in the past months. In addition, ques-
tions raised by the GDG members after the
first round of interviews were addressed. The
combined results from both interview rounds
were integrated in a report in which the results
were presented per key research question.

The results from the FGDs dialogue session
and case studies were presented during meet-
ings of the GDG and advisory committee. A
draft of the guideline was sent to professional
organizations for feedback, after which the
final guideline was sent to the involved profes-
sional organizations for formal approval.

Development of a monitoring and evaluation
framework

To assess the participation process and its out-
comes, an M&E framework with quality crite-
ria was developed. The framework is based on
one previously used for evaluating stakeholder
participation in health research agenda setting,
as well as the results of an inventory of patient
participation in clinical guideline develop-
ment.”?° The main categories and criteria of
the existing framework were adopted, while
specific indicators were reformulated in terms
of guideline development processes. The two
main categories in the framework were the
process of patient participation in guideline
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Figure 1 Schematic representation of the steps and activities in the guideline development process.

development and the outcomes of patient
participation in guideline development. Process-
related criteria included involvement of patients,
process  structure and process management.
Outcome-related criteria specified direct out-
comes and indirect outcomes of patient involve-
ment. The quality of patient involvement is
determined by the extent to which the process
and outcomes of patient involvement meet the
indicators of these criteria which are presented
in Box S2. M&E comprises a reflexive process,
following principles of Reflexive Monitoring in
Action (RMA).2"* RMA aims to stimulate
learning processes by enhancing reflection and
dialogue between stakeholders concerning the
process and outcomes. This is facilitated by a
monitor who observes the process, gathers
related data and reflects with stakeholders
on the activities with the option to adapt the
process.

Methods for monitoring and evaluation

In this study, data collection included docu-
ment analysis, (participatory) observations and
semi-structured interviews. Data were collected
by a monitor (first author). Drafts and final
texts of the guideline, correspondence among
the GDG members and advisory committee,
and minutes of the meetings were subject to

document analysis. Observations were made
during the meetings of the GDG and the advi-
sory committee, the four FGDs and the dia-
logue session. The monitor contributed to the
design and facilitation of the FGDs and the
dialogue session. Research logs were kept to
document the observations and activities of the
monitor. During several meetings, the monitor
presented provisional findings to GDG mem-
bers and the advisory committee and invited
reflection on them. Some 26 semi-structured
interviews were undertaken in three phases of
the guideline development process. An over-
view of the number of interviews per phase
and the type of participants is provided in
Table 1. The interviews were structured along
the lines of the M&E framework, and its main
categories and criteria formed the main topics
in the interview guide. At the start of each
interview, its purpose was explained to the par-
ticipants. Sessions were audio-recorded with
consent of participants.

Data from document analysis, observations
and interviews were coded manually. Main codes
and underlying themes were derived from the cat-
egories and criteria in the monitoring and evalua-
tion framework. Indicators in the framework
provided subthemes. Attention was paid to simi-
larities as well as differences in the data. New
codes or themes did not emerge. Initial coding of

© 2015 John Wiley & Sons Ltd
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the data was performed by the first author, and
codes were verified and agreed upon during
review meetings with the third author.

At the start of the study, its purpose was
explained to the members of GDG and the
advisory committee and oral consent was
obtained. Data were treated confidentially.
Member checks were performed by sending a
summary of the interview transcript to the
interviewee and by presenting and discussing
preliminary results during GDG meetings.

Results

The results of this study are described in two
parts. The first part provides a general descrip-
tion of the process and outcomes of the vari-
ous forms of patient participation in the
guideline. The second part provides an evalua-
tion of the quality of patient participation
based on the indicators and criteria of the
monitoring and evaluation framework.

Description of patient participation activities

Patient representatives in the GDG and advisory
committee

The number of patient representatives in the
GDG was two among ten members in total.
The advisory committee initially counted one
patient representative among twelve members.
This was considered insufficient by many
patient representatives, guideline developers
and professionals. The monitor also signalled
this as an issue needing attention. As a result,
a second patient representative was invited by
the guideline development organization to join
the advisory committee halfway through the
process. Observations showed that at least one
patient representative was present at all meet-
ings. Two of the four patient representatives
were known to have personally experienced
mental illness. It was not known whether the
other two patient representatives had this
experience because the personal background
of patient representatives was not discussed
during the process. Some of the professionals
interviewed said that they could not distin-

© 2015 John Wiley & Sons Ltd
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guish patient representatives from the other
GDG members because of their professional
attitude.

The importance of patient involvement was
explicitly addressed in the guideline development
proposal and at the first working group meetings,
but observations showed that attention to this
topic declined during the process. Some patient
representatives were uncertain about what was
expected of them because the roles of patient rep-
resentatives were not explicitly discussed. Accord-
ing to various interviewees, the involvement of
the patient representatives contributed to the
quality of guideline development throughout the
whole process, from writing the draft of the pro-
posal onwards. Observations and correspondence
between GDG members indicated that the influ-
ence of patient representatives on decision mak-
ing might have been limited because many
decisions were not finalized during the meetings
but were taken afterwards by a small group of
guideline developers. Several patient representa-
tives and guideline developers said that the influ-
ence of patient representatives on the process was
most evident when discussing qualitative research
and formulating additional considerations relat-
ing to conclusions from the literature.

The CDG chair and manager both consid-
ered patient involvement to be an important
aspect of guideline development. They empha-
sized this during meetings and sometimes
explicitly asked for patient representatives’
input although they did not formally organize
additional support or training for patient rep-
resentatives. Most patient representatives felt
that they did not need specific training and
support although one, who had joined later in
the process, found it difficult to catch up and
considered that support was limited.

All interviewees thought that the input from
individual patient representatives was included
in the guideline and that it was most evident in
the critique of methods of vocational rehabili-
tation, reference to qualitative studies and the
incorporation of evidence from grey literature.

The development of a version of the guide-
line for non-experts was initiated during the
last phase of guideline development. This was
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Table 1 Overview of number and type of interviewees per
round of interviews

Number of
interviews

Interview

round Type of interviewee

1 5 2 guideline developers
(chair and process manager)

3 patient representatives
(2 from GDG and 1 from advisory
committee)

3 guideline developers (chair,
research manager and process
manager)

2 patient representatives (1 from
GDG and 1 from advisory
committee)

5 professionals

3 guideline developers (chair,
research manager and
process manager)

4 patient representatives
(2 from GDG and 2 from advisory
committee)

4 professionals

seen by the guideline developers as a way to
enhance the practical applicability of the guide-
line. However, the non-expert guideline version
was unfinished by the end of the guideline
development process. Additionally, an imple-
mentation plan was formulated to facilitate
guideline implementation, but the actual imple-
mentation of this plan was beyond the scope of
the guideline development process.

About half of the interviewed professionals
and guideline developers mentioned that patient
involvement helped to keep the guideline
patient-focused. Some of them specifically stated
that the monitor had played a central role in
this. Two patient representatives thought that
they had learned more about guideline develop-
ment, but this had a limited impact on the asso-
ciated patient organizations because there was
little communication between the patient repre-
sentatives and their patient organization. One
patient representative, however, said that her
involvement in guideline development had led
to a discussion in the patient organization on
how to provide robust input to guideline devel-
opment processes.
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FGD and dialogue session

There were two FGDs with patients: one with
ordinary patients and one with expert patients.
Two other FGDs were held with family mem-
bers and professionals. During the dialogue ses-
sion, each of the groups participating in the
four focus groups was represented and more
than half of the fourteen participants were
patients or expert patients. The monitor had
suggested making a distinction between ordinary
patients and expert patients in the focus group
discussions because ordinary patients might
have different views from expert patients, who
are used to speaking in public and tend to have
a broader view on issues. It was relatively easy
to recruit expert patients through patient orga-
nizations. Finding ordinary patients initially
took more effort, but they were eventually
recruited through the network of professionals
in the GDG. Patients with psychotic disorders
were more highly represented than patients with
other mental illnesses, mainly due to successful
recruitment through a patient organization for
psychotic disorders. Most interviewees did not
find this problematic because psychotic disor-
ders represent a substantial proportion of severe
mental illnesses, and the issues raised in the
FGDs were recognized by the GDG members
as being of general importance. However, some
professionals thought that perspectives of other
severe mental illnesses were inadequately repre-
sented. Both guideline developers and profes-
sionals mentioned that diversity in ethnic
background was limited, not reflecting the eth-
nic diversity of the patient population.

The efforts to communicate guideline-related
information in a comprehensive way in the
FGDs and dialogue session made it possible
for participants to quickly gain insights into
guideline development. The monitor played a
substantial role in this process by making sug-
gestions for the structure of this dialogical
approach and providing assistance to the facili-
tation of the sessions and to data processing.
An important aspect of the design of the
FGDs and dialogue session was that the differ-
ent groups first met separately in homogeneous

© 2015 John Wiley & Sons Ltd
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groups and then in mixed, heterogeneous
groups. In this way, the different groups
were able to articulate their needs and set an
agenda before engaging in a mixed stakeholder
dialogue. During the dialogue session, stake-
holders formulated and agreed on guideline
recommendations in small mixed stakeholder
groups (see Box S3).

The FGDs provided an overview of the par-
ticipants’ issues (see Box S3). Separating ordin-
ary and expert patients appears to have been
vindicated because ordinary patients generally
formulated issues from an individual perspec-
tive, while patient experts mainly addressed con-
textual factors. The FGDs and dialogue session
were specific items on the agenda of the GDG
meetings and meetings of the advisory commit-
tee. Professionals interviewed indicated that the
findings of the FGDs were generally familiar.
Some of them thought this helped to give lived
experiences a more central place in the guideline
development process, while other professionals
doubted the added value because many of the
issues identified were already known to them.

One important issue which emerged was how
to incorporate the information from FGDs and
the dialogue session in the guideline text,
because the procedure for this had not been set
out in advance. The GDG members discussed
this with the monitor and agreed that the results
would be summarized per key question (by the
research manager and monitor) and integrated
under the ‘additional considerations’ chapter in
the guideline, providing contextual information
to complement evidence from the literature.

According to all interviewees, the input from
patient FGDs and dialogue session was well
represented in the guideline. Patient input was
considered unique in emphasizing specific top-
ics such as patients’ vocational limitations,
their needs at the workplace and in terms of
employment support. Although final guideline
recommendations were generally based on evi-
dence from the literature, findings of the FGDs
and dialogue session were also taken into
account. The implementation plan which was
formulated also incorporated issues that were
raised during the FGDs and dialogue session,

© 2015 John Wiley & Sons Ltd
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such as the development of interventions for
addressing stigma in the workplace and the
role of patient organizations.

Case studies

Patient involvement in the case studies took
place in two ways. A patient representative was
always one of the three interviewers, and each
case study included an interview with a patient
alongside interviews with their employer or
manager and job coach. As in the FGDs,
patients with psychotic disorders were more
highly represented in the case studies among
the interviewees. In contrast to the FGDs,
there was more diversity in terms of ethnicity.

The research manager indicated that case
studies are an effective, simple method for
involving all sorts of patients, especially those
without prior knowledge of guideline develop-
ment and those who have trouble speaking in
groups. In addition, some interviewed patient
representatives and guideline developers thought
that the involvement of a patient representative
as an interviewer in the case studies might have
enhanced the patient perspective. Nonetheless,
some patients still found it difficult to articulate
their stories and voice their concerns. This
might have made the patient perspectives less
visible in the case studies than those of employ-
ers and job coaches.

The purpose of the case studies was unclear
to many professionals and patient representa-
tives in the GDG and advisory committee, pos-
sibly because limited time was paid to the case
studies during GDG meetings. The inclusion of
the perspectives of different stakeholders in each
case was positively evaluated by professionals,
guideline developers and patient representatives
because it provided in-depth insights into
specific cases and included employers. Many
GDG members initially expressed concerns
regarding the way findings from case studies
would be incorporated in the guideline. In
response, GDG members agreed to summarize
the findings per key questions in the guideline
as was also decided for the FGDs (see Box S4).

The summarized findings of the case studies
were included in the guideline under the sepa-
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rate heading ‘additional considerations’ next to
the findings from the FDGs and dialogue
session. All interviewees thought that the input
from case studies was adequately represented
in the guideline (see Box S5). Similar to input
from the FGDs, input from the case studies
emphasized topics such as patients’ vocational
limitations, their needs at the workplace and in
terms of employment support. Findings from
the case studies were taken into account in the
final guideline recommendations.

Evaluation of patient involvement in the
monitoring and evaluation framework

Involvement of patients

Balancing the number of patient representatives
and professionals. This criterion was partially
met. In the FGDs and case studies patients
were well represented, making up approxi-
mately half of the participants and intervie-
wees. However, the number of patients was
relatively low in the GDG and especially in the
advisory committee, meaning that the ideal of
equal numbers of patients vs. professionals was
not achieved. It should be noted that the num-
ber of patient representatives was considered
sufficient by most of the interviewees.

Addressing diversity of the patient population.
Diversity of the patient population was partly
addressed in the guideline. Diverse patient
organizations and a variety of patients were
represented in the guideline. However, ethnic
diversity of the patient population was insuffi-
ciently taken into account, and there was
no consensus among the interviewees as to
whether diversity in types of severe mental ill-
nesses was adequately addressed.

Adequate patient representation. The ability of
patients to voice the patient perspective was
mostly evaluated positively. However, represen-
tation appears suboptimal with respect to spe-
cific elements of guideline development as
patient representatives did not always make
clear they were speaking on behalf of patients
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and some patients in the case studies had trou-
ble expressing themselves.

Process structure

Transparency of the process. The process of
guideline development and patient participa-
tion was mostly considered transparent. The
process was, however, considered less transpar-
ent with respect to the goal and structure of
the case studies and the way that findings from
the FGDs, dialogue session and case studies
would be integrated into the guideline.

Clarity of expectations, roles and tasks. This
criterion was partially met. The roles and tasks
of patient representatives in the GDG and
advisory committee were not always clear to
them. No concerns were identified with respect
to the tasks and expectations of patients in the
FGDs, dialogue session and case studies.

Involvement throughout the process. The involve-
ment of patients throughout the process was
evaluated positively as patients were involved in
all different phases of the guideline development
process. The involvement of a patient represen-
tative in the writing of the draft proposal of the
guideline was considered especially positive.

Involvement in decision making. This criterion
was partially met. Patient representatives were
involved in the decision-making processes of the
guideline in the same way as professionals in the
guideline committee. However, as some final
decisions were made by a small group of guide-
line developers, their influence was limited.

Process management

Facilitation of patient involvement. The facilita-
tion of patient involvement was considered to be
a positive aspect in this guideline. This was evi-
dent by the attention paid to patient participa-
tion throughout the process and the use of
different forms of participation. The intervie-
wees mentioned that the monitor played a role
in stimulating attention to patient participation.

© 2015 John Wiley & Sons Ltd
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Addressing patients’ needs in the process. Patients’
needs were partly addressed during the guideline
development process. Informal support was
provided, but formal training and support were
absent and sometimes needed.

Positive attitude towards patient involvement. This
indicator was evaluated positively. A generally
positive attitude was found among the members
of the GDG and advisory committee, and in
particular among the guideline developers
involved.

Direct outcomes

Consensus on the content. This criterion was
evaluated positively as there appeared to be gen-
eral consensus on the content of the guideline.

Incorporation of patient input. All interviewees
thought that the input from patient FGDs, the
dialogue session, case studies and individual
patient representatives was adequately repre-
sented in the guideline. Interviewees disagreed
about the extent to which patient involvement
through the FGDs and case studies added
value to the guideline.

Practical relevance of the guideline. The practi-
cal relevance of the guideline was an issue that
was evaluated mostly negatively. Although
patient participation may have enhanced the
practical applicability of the guidelines,
many concerns were expressed about the extent
to which the guideline could affect daily practice.

Dissemination of the guideline. This criterion
was not met. Although the development of a
non-expert guideline and an implementation
plan was initiated, these were unfinished by the
end of the guideline development process. It
should, however, be noted that implementation
was considered beyond the scope of the guide-
line process.

Indirect outcomes
Learning processes of patient representatives and
patient organizations took place to a limited

© 2015 John Wiley & Sons Ltd
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extent during the guideline development process.
About half of the interviews mentioned some
type of learning, while the other half of the
interviewees could not identify indirect out-
comes resulting from patient involvement.

Discussion

The M&E framework proved to be a useful tool
for providing detailed insights into the process
and outcomes of patient involvement in guide-
line development. Patient involvement was gen-
erally evaluated as being of reasonably good
quality. Those aspects that particularly contrib-
uted to the quality of patient involvement
included the involvement of patients throughout
the process, using different methods of involve-
ment, consensus on the guideline content and
the way in which patient input was incorporated
in the guideline. The supportive attitude of pro-
fessionals and guideline developers also
appeared to be crucial for the quality of patient
involvement. The role of the monitor was
important because it increased the attention
given to patient involvement and the resources
available. This was possible within the scope of
this study, but such a monitor is not usually
available to guideline development processes.
The need for such a monitor could be addressed
by incorporating monitoring activities in the
tasks of the project manager or chair or by allo-
cating resources to appoint a monitor.

In this study, an innovative dialogue-based
approach was used to reconcile the perspectives
of patients and other stakeholders. Our find-
ings show that stakeholders were able to hold
a constructive discussion based on each other’s
concerns and formulate shared recommenda-
tions for the guideline. This approach seems
particularly useful in stimulating interaction in
a multistakeholder setting and may help to
increase the guideline’s acceptability among dif-
ferent stakeholders.”?

Integrating the perspectives of patients with
the evidence from the literature was a bigger
challenge than reconciling the views of the differ-
ent groups, mainly because the guideline devel-
opment was primarily focused on evidence from
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the literature. According to Sackett,?* evidence-
based medicine should be equally based on ser-
vice users’ values and expectations, individual
clinical expertise and the best available clinical
evidence. In this guideline process, a strategy was
developed during the process for integrating the
input from the FGDs, dialogue session and case
studies into the guideline text as there was no
predetermined strategy for this. This helped to
give input from the patient perspective a place in
the guideline text, but the evidence from the liter-
ature still formed the main focus. Renfrew et al.
5 provide an example of a more structured pro-
cess in which evidence from the literature and the
views of a broad constituency of stakeholders
were more fully integrated to develop evidence-
based recommendations.

The evaluation revealed several other chal-
lenges to patient involvement in the guideline
development process. First, it was difficult to
represent the diversity of the target group in the
guideline development process with respect to
ethnic diversity and types of severe mental ill-
nesses. When guidelines are relevant to a broad
target group, attention should be paid to issues
of diversity, for example by organizing addi-
tional FGDs. During this guideline development
process, there were limited resources for includ-
ing a diversity of stakeholders and, as a result, it
is unclear whether saturation was reached for
each stakeholder group. The dilemma of having
to choose between either saturation of data or
diversity and completeness is not easily resolved
without adequate resources.

Second, patient involvement was negatively
influenced by the fact that some patient repre-
sentatives did not clearly distinguish themselves
from professionals in the GDG. This may be
related to a high level of professionalization
(proto-professionalization) of patient represen-
tatives who learn about research during the
process and adapt themselves to the scientific
approach of professionals.”’” However, it may
also be the result of a lack of clarity concern-
ing patient representatives’ roles and tasks and
the lack of formal training and support pro-
vided to patient representatives. These findings
indicate a need for additional efforts to com-
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municate what is expected of patients, possibly
in the form of training or support. Preparing
an agenda or listing priorities from the patient
perspective beforehand might also assist patient
representatives to provide input.

Third, some professionals indicated that the
added value of patients’ input from the FGDs,
case studies and dialogue session was not evi-
dent as they were already familiar with most of
the findings. However, patient involvement did
contribute to greater priority being given to
issues important to patients and to making
practice-based knowledge more explicit in
the guideline. In addition, a high degree of
consensus between professionals and patients
contributes to triangulation and realizing
evidence-based medicine as defined by Sackett.?*

The practical applicability of the guideline
was an issue of concern among the interviewees.
Although patient involvement contributed to
connecting the guideline to practice, further
implementation steps, maintaining the patient
perspective, are still needed.® To achieve this, a
stronger link between guideline development
and implementation is required. To assess
patient involvement in the context of guideline
implementation, long-term outcomes should be
incorporated in the monitoring and evaluation
framework.

When interpreting the results of this study,
one should keep in mind that the experiences
reported may be more positive in terms of
patient involvement than is the case for other
cases of guideline development because there
was a relatively high level of patient involvement
and the guideline developing organizations were
supportive of patient participation. In addition,
the presence of the monitor further focussed
attention on patient involvement. The results
may be particularly relevant to the development
of guidelines with a strong multidisciplinary
character, mental health guidelines and guide-
lines based on limited scientific evidence.

Conclusions

This study provides insights into the quality of
patient involvement in a particular guideline

© 2015 John Wiley & Sons Ltd
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development process, using an M&E frame-
work developed for this purpose. The findings
highlight the need to accommodate patient
involvement and input into the professional and
evidence-led process, and the need for addi-
tional resources. A dialogue-based approach
appears a promising method, enabling a broad
range of stakeholders to provide input tailored
to the guideline topic and key research ques-
tions. More research is needed for further
development of methods for reconciling the
preferences of patients with evidence from the
literature and to address patient involvement in
the context of guideline implementation.
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