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Abstract

Context Most initiatives for patient involvement in guideline devel-

opment have been carried out for chronic diseases. The involve-

ment of patients with incidental and non-threatening diseases is

more complicated. Little knowledge is available on how these

patient groups can successfully be involved in guideline develop-

ment.

Objective To assess the effectiveness of the involvement of gynae-

cological patients in the guideline development for resumption of

(work) activities after surgery.

Design At three different stages patients were involved in the pro-

cess: (i) three focus group discussions (FGDs) were organized, (ii)

patients were involved for the instruction video, and (iii) patients

tested the patient version of the clinical guideline. To assess the

effectiveness, an evaluation framework was used. The guideline

development process was divided into two parallel trajectories in

which patients and professionals were consulted separately.

Patients were primarily consulted for the development of the

patient version, although their input also influenced the recom-

mendations for resumption of (work) activities after surgery. Pro-

fessionals were mainly involved in the development of the

recommendations of the clinical guideline.

Discussion and conclusions The involvement of gynaecological

patients in the guideline development for resumption of (work)

activities after surgery was successful in many respects. Consulta-

tion of individual patients by means of FGDs and with regular

feedback moments has been rather effective for a guideline

development process related to an incidental, non-threatening dis-

ease for which there is no patient organization. Patients’ input

contributed to applicability of the clinical guideline in daily
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practice. Increased patient involvement could be achieved by inte-

gration of the two parallel trajectories with additional participa-

tory activities, such as a dialogue meeting.

Introduction

Patients are increasingly involved in clinical

guideline development. Their involvement is

generally motivated by three arguments.1

Firstly, the experiential knowledge of patients –
acquired by their daily personal experience with

the disease – could complement scientific evi-

dence and thereby increase the rationality of

decisions and ultimately the quality of clinical

guidelines.2–5 Secondly, the involvement of

patients could enhance the practical implemen-

tation of clinical guidelines.6 Thirdly, it can be

argued that patients have the moral right to

participate in decisions that could affect their

lives.7

Most initiatives for patient involvement in clin-

ical guideline development have been carried out

for chronic diseases.8 These patient groups are

often united in patient organizations, are usually

motivated to participate and are therefore rela-

tively easily accessible. In the Netherlands, the

inclusion of one or two patient representatives in

a guideline workgroup (recruited through the

patient organization) is the most common

approach to patient involvement.1, 2, 5, 9–12 This

approach is often complemented with participa-

tory activities to explore patients’ needs and

preferences from a broader perspective, for exam-

ple focus group discussions (FGDs), a literature

search into patient preferences and sometimes

dialogue meetings in which patients (representa-

tive) and professionals meet.5,8,11,13

The involvement of patients in guideline

development with incidental and non-threaten-

ing diseases (e.g. hysterectomy, treatment of

pneumonia or concussion) is more compli-

cated.9 These patient groups are most often not

united in patient organizations, and patients are

only ‘patient’ for a limited period of time. As a

consequence, the inclusion of patient represen-

tatives in a guideline workgroup cannot

easily be realized and is less appropriate

because patients lack the broader input from

the collective knowledge of the patient organi-

zation and the experiences between individual

patients differ greatly. Moreover, after recov-

ery, patients most often want to forget their

(negative) disease experiences and want to

continue with their life. Little knowledge is

available on how patients with incidental and

non-threatening diseases can most effectively be

involved in clinical guideline development.

In this study, we address the above-men-

tioned challenges by assessing the effectiveness

of the involvement of patients with an inciden-

tal and non-threatening disease in clinical

guideline development by analysing a specific

case concerning the involvement of gynaecolog-

ical patients in an innovative guideline develop-

ment process for resumption of (work)

activities after surgery.

Case description

The development of the clinical guideline was

initiated by the department of Obstetrics and

Gynaecology and the EMGO Institute for

Health and Care Research, both of the VU

University Medical Center (Amsterdam, the

Netherlands). The guideline development pro-

cess was part of a larger project in which also a

multidisciplinary peri-operative care programme

was developed and an extended pilot study

among patients was executed.14 The results of

the development of the care programme are

published elsewhere.15

A researcher and two project leaders moni-

tored the process and combined the data

obtained by consultation of professionals and

patients. For substantive and practical tasks,

they were supported by an advisory committee.

This clinical guideline for resumption of (work)

activities after gynaecological surgery distin-

guishes itself from other clinical guidelines; it

can be characterized as a transmural agreement
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among professionals with consensus-based

recommendations. As a consequence, the devel-

opment process differs from more traditional

clinical guidelines.

The guideline development process consisted

of two parallel trajectories, which resulted in

two products: (i) a clinical guideline with rec-

ommendations for resumption of (work) activi-

ties after gynaecological surgery 16 and (ii) a

web-based patient version of the clinical guide-

line.15 Both trajectories comprised several steps

and were interconnected. In Fig. 1, the entire

process is visualized. The web-based patient

version of the clinical guideline is an e-health

intervention. The aim of this intervention is to

apply the recommendations for resumption of

(work) activities into practice. As such, the two

trajectories were interconnected. The recom-

mendations of the clinical guideline are

integrated into the e-health intervention, and

patients’ needs and preferences influenced the

topics of the recommendations (Fig. 1). Profes-

sionals were mainly involved in the develop-

ment of the clinical guideline, while patients

were primarily consulted for the development

of the web-based patient version of the guide-

line. The researcher and project leaders inte-

grated the obtained data.

The project team acknowledged the asymme-

try between the types of knowledge of patients

and professionals; the experiential knowledge

of patients vs. the expert knowledge of profes-

sionals. Therefore, the project team felt that

consultation of patients and professionals in

two separate trajectories would be most appro-

priate to thoroughly identify these different

types of knowledge. They also felt that the

establishment of a guideline workgroup would

not be suitable. This is further stressed, because

patients were not united in a patient organiza-

tion and no patient representative could be

appointed. The results of the consultation of

patients and professionals were processed in

parts of the guideline development for which

the knowledge was considered most relevant.

As a result, the perspective of patients had a

more central role in the development of the

patient version, although their input also influ-

enced the recommendations for resumption of

(work) activities after surgery. Professionals

Figure 1 Visualization of the development process of the clinical guideline for resumption of (work) activities after

gynaecological surgery.14
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were mainly involved in the development of

the recommendations of the clinical guideline.

Methodology

Patient involvement

At three different stages in the guideline devel-

opment process, patients were involved: (i)

three FGDs were organized to identify patients’

perceived problems and needs concerning

received peri-operative care and counselling in

resumption of (work) activities, (ii) patients

were involved in the development of the script

for an instruction video, which was part of the

web-based patient version of the clinical guide-

line, and (iii) patients tested the web-based

patient version of the clinical guideline.

Focus group discussions

Three FGDs with 21 participants (seven partic-

ipants per FGD) were organized in the period

May – June 2009. For the involvement of these

patients, both the researcher and the project

leaders of the guideline development process

were aware of the large differences among

patients. Purposeful sampling was used to cap-

ture the broadest set of information, and to

aim at maximum variation. Participants were

recruited from the patient files of the VU Uni-

versity Medical Center. Broad inclusion criteria

were used as follows: (i) age between 18 and 65

years, (ii) a history of a gynaecological surgery

(i.e. hysterectomy or laparoscopic adnexal sur-

gery) and (iii) the presence of a paid or unpaid

job of at least 8 h a week.15 Participants were

sampled for delayed, intermediate and rapid

resumption of (work) activities, to create

homogeneity within the FGDs but heterogene-

ity between the groups.

To meet the purposes of FGDs and the spe-

cific aims of the consultation, a tailor-made

design of the meeting is required.17,18 The aims

of the FGDs were to identify (i) patients’ prob-

lems, needs and preferences regarding peri-oper-

ative care and counselling in resumption of

(work) activities, and (ii) patients’ ideas for the

development of the web-based patient version

to empower patients during the peri-operative

period and resumption of (work) activities (the

patient version of the clinical guideline). To

achieve the aims of the FGDs, specific tools

were used to steer the discussion. Participants

were actively involved through a structured

step-by-step process with several individual and

joint assignments. The facilitator ensured all

participants were included in the discussion

using post-its and go-rounds. The issues dis-

cussed were visualized on flip charts. The focus

group design comprised four different steps:

Step 1. Problems and needs in received peri-

operative care and counselling in resumption

of (work) activities were identified. These

problems were divided in two categories –
‘before surgery’ and ‘after surgery’ – and

were subsequently prioritized by appointing

a top five.

Step 2. Possible solutions and improve-

ments, which could overcome the mentioned

problems, were discussed.

Step 3. Patients brainstormed about favour-

able designs and content of the web-based

patient version for empowering patients dur-

ing the peri-operative period and resumption

of (work) activities.

Step 4. At the end of each FGD, patients

filled out a questionnaire containing factual

questions regarding their gynaecological

procedure, their personal recovery period

and their (work) activities.

Focus group discussions were planned until

no new perspectives emerged (data saturation),

which was after three FGDs. All discussions

were audio-taped and verbatim transcribed by

the note taker of the FGDs and checked by

the researcher who observed the FGDs. A

summary was sent to participants for member

check (a process in which the participants are

invited to react and reflect on the researcher’s

interpretations of the FGD). The verbatim

transcripts were analysed using an inductive

approach, by means of Atlas.ti. software,19

comprising three steps: (i) open coding (identi-

fying, categorizing and describing of concepts),

(ii) axial coding (creating subthemes by relating
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codes to each other) and (iii) selective coding

(developing storyline by relating subthemes to

main themes). The analysis of the FGDs

formed input for the development of the e-

health intervention (content and design) and

the Delphi Study among professionals (selec-

tion of topics for the recommendations of the

clinical guideline).

Results of the FGDs

In Box 1, the results of the FGDs are pre-

sented. Furthermore, the FGD results showed

that patients would appreciate the development

of an instruction video for patients and

employers to stimulate communication and to

illustrate common pitfalls during reintegration.

It was therefore decided to develop such an

instruction video and integrate it into the web-

based patient version of the clinical guideline.

For the development of a script for the

instruction video, the FGD results were con-

verted into common pitfalls for patients and

employers during the reintegration period. In

addition, the scenario-writer worked closely

with three patients who participated in the

FGDs to make the video more geared to the

perception of patients. The main reason to

involve patients in this part of the clinical

guideline was to provide the scenario-writer

more background information about gynaeco-

logical surgery and resumption of (work) activi-

ties. These patients voluntarily enlisted to be

involved (convenience sample). They had differ-

ent experiences with a gynaecological proce-

dure, but did not represent the entire patient

group.

During the meeting, the three patients and

the scenario-writer talked about a most desir-

able script for the instruction video.

Testing of the web-based patient version

The patient version of the clinical practice

guideline was developed with the aim to apply

the recommendations for resumption of (work)

activities into practice. An e-health interven-

tion was chosen as an appropriate tool

because it has the ability to provide tailor-

made information relatively easy in several

forms to patients and to enhance interaction

between patients and health-care profession-

als.20–24 In this guideline development process,

testing of the patient version was included to

assess the usability of the e-health intervention

and the recommendations in practice. Twenty

participants of the FGDs agreed to test the

web-based patient version. Of them, 15 partici-

pants completed a questionnaire regarding fea-

sibility, content and design. Moreover, it was

asked if the topics discussed in the FGDs are

well reflected in the web-based patient version.

The results were used to optimize design and

content of the e-health intervention.

Monitoring and evaluation of patient

involvement

To assess the effectiveness of the involvement

of gynaecological patients in the clinical guide-

line for resumption of (work) activities, an

evaluation framework was developed based on

a literature review and comprising pre-defined

evaluation criteria detailing the participation

process and generated outcomes.25–36 These

main criteria were divided in several subcrite-

ria. Process criteria were subdivided in involve-

ment of stakeholders, process structure and

process management. For outcome criteria,

direct and indirect outcomes were distin-

guished. The criteria are described in more

detail in Box 2. The involvement of gynaeco-

logical patients is considered effective when it

meets the evaluation criteria of the framework.

Data concerning this evaluation were gathered

and validated by means of a triangulated

approach, involving (direct) observations, doc-

ument analysis, semi-structured interviews,

informal conversations with patients and evalu-

ation forms after the FGDs.

Observations were used to gain more insight

in participatory aspects of the guideline devel-

opment process. Direct observations were used

for the three FGDs with gynaecological

patients. The meetings with professionals as

© 2013 John Wiley & Sons Ltd
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Box 1 Outcomes of the focus group discussions*

The main experienced problems and needs during the peri-operative care and resumption of (work) activities were related to

insufficient information supply. Participants considered realistic information supply tailored to individual characteristics and

conditions most essential for good recovery and resumption of (work) activities. Additionally, they experienced problems

regarding the communication between professionals of different disciplines. The identified problems and corresponding

solutions were divided into three main categories: (i) information supply before surgery, (ii) information supply after surgery

and (iii) communication between professionals of different disciplines. Regarding the website participants recommended

functionalities which could provide detailed and personalized instructions for resumption of daily and work activities. Below,

the results of the FGDs are described in more detail per category.

Before gynaecological surgery

A main topic of discussion was the information supply regarding surgical procedures (e.g. logistic procedures in the hospital

from admission to discharge, anaesthesia, specific technical aspects of the surgery). Participants pointed out that they had

received no or insufficient information about these procedures before surgery. As a consequence, some felt anxious during

their time in hospital, while others had unrealistic expectations about the impact of the surgical intervention. Several

participants specifically pointed out they received insufficient or even contradictory information concerning anaesthesia. For

example, in some patients, the impact of the general anaesthesia was bigger than they expected, and they were not

prepared for that.

Participants also indicated that transparency in planning could be improved. Furthermore, the results revealed difficulties in

estimating realistic recovery periods. Different disciplines provided contradictory information or professionals disagreed

about convalescence recommendations. Also, the lack of information about the psychological consequences of a

gynaecological surgery was mentioned.

After gynaecological surgery

Central in the discussions were the experienced problems regarding the provided recommendations about resumption of

(work) activities. On the one hand, participants emphasized the importance of uniform recommendations by different

professionals because they experienced inconsistency in convalescence advice. On the other hand, they mentioned the

significance of tailored instructions, because of different types of surgery and specific individual characteristics and (work)

conditions. Furthermore, participants felt they were not well-informed about the discharge policy. Participants emphasized

that more information regarding the occurrence of possible complications was desired. Participants who suffered from

complications could not remember receiving any information about potential risks. They stressed that in case of

complications, medical doctors should clarify directly the situation, the potential risks and the further procedure.

Communication between professionals of different disciplines

Participants indicated they experienced several difficulties with the communication between professionals of different

disciplines (e.g. the gynaecologist, the anaesthesiologist, the occupational physician, the general practitioner) and

inadequate handover of patients to other professionals. Professionals were not fully informed about the entire procedure, and

participants experienced inconsistency in convalescence recommendations.

Recommendations for web-based patient version

Participants were enthusiastic about the development of a patient website to empower patients during the peri-operative

period and resumption of (work) activities. The web-based patient version of the clinical guideline should provide in the

need for more information about earlier mentioned problems and for written instructions. The FGD results revealed the

following desired content and specific functionalities for a website:

- (technical) Information about gynaecological procedures and recovery (including admission, anaesthetics and

complications).

- Reliable detailed and personalized recommendations for resumption of (work) activities. It was emphasized that

these instructions should be practical and related to daily activities.

- Functionalities to develop a personalized reintegration plan.

- Tools to communicate with other patients, employers and medical doctors (e.g. a forum).

- Instruction video for patients and employers to stimulate communication and to illustrate common pitfalls during

reintegration.

- Frequently Asked Questions (FAQ).

*The FGD results are also published elsewhere
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part of the Delphi study were indirectly

observed by listening to the audio records

(a detailed description of the Delphi study is

published in a separate paper16). Research logs

were kept to document the observations. Min-

utes of meetings (including the meetings for the

Delphi study and of the advisory committee),

focus group reports (including the results of

the questionnaire), the results of the testing of

the web-based patient version (questionnaires),

the clinical guideline and the web-based

patient version were analysed to examine the

influence of patients’ input on the products.

Two in-depth evaluative interviews were held:

one interview with the researcher of the guide-

line development process concerning experi-

ences with and expectations about the

involvement of gynaecological patients in the

process, and one interview with the scenario-

writer of the instruction video to gain insight

in his experiences with the involvement of

patients in the development of the script.

Throughout the guideline development process,

various informal conversations took place with

the researcher, the project leaders and patients.

The aim of these conversations was to discuss

and reflect on the participatory activities and

results. These conversations were documented

Box 2 Evaluation framework

Process criteria

Involvement of stakeholders

To successfully involve patients in guideline development processes, attention should be paid to the balance between

involved patients (or patients’ representatives) and professionals. In addition, diversity among a patient population (e.g.

demographics, ethnicity, and severity and duration of the disorder) should be acknowledged and effort should be made to

take diversity into account. Also attention should go to representativeness.25,35

Process structure

A guideline development process needs to be structured clearly and transparently.36 It is important that patients are

informed about what is expected from them, what the aim of the overall project is, in which activities they participate, and

what influence they have on the process and the clinical guideline.9,28,35,36 Additionally, to ensure rationality of the guideline

development process, involvement of patients from start to completion should be affirmed, as well as direct interaction

between patients and professionals.9,29,37 Patients should be involved in significant aspects of decision making, so to ensure

actual use of patients’ input.9,25,38

Process management

Independent facilitation of patient involvement activities is crucial for equal treatment of patients (as compared to

professionals) and should create an open and respectful atmosphere to enable patients to share their view-

points.25,27,29,36,39 Good process management also includes the offer for support and the adjustment of the guideline

development process to the abilities of patients. Moreover, there should be support among the involved professionals and

the project team of the guideline development towards patient involvement.9

Outcome criteria

Direct outcomes

Consensus on the content of a clinical guideline is an important indicator for success. To reach consensus, the outcomes – in

this case the web-based patient version of the clinical guideline - should reflect the input and perspectives of involved

patients.29,40 Also important is the degree to which guideline developers responded to patients’ input. What aspects are

incorporated in the guideline, and why? Moreover, patients must be satisfied with the end-result and they have to recognize

the clinical guideline as relevant.25,27,29 Additionally, dissemination of the clinical guideline is considered important.

Indirect outcomes

Indirect outcomes are related to the stimulation of learning processes and the achievement of mutual learning, resulting in

changes of thinking of both patients and professionals.27,28 Mutual learning implies learning in a substantive way

(concerning content-related matters), in a procedural way (concerning participatory approaches) and in a reflexive way

(concerning their own and each others’ knowledge, perspectives or roles).31,41
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in the research logs by two researchers who

were responsible for the evaluation of patient

involvement.* At the end of each FGD,

patients filled out an evaluation form. The

evaluation form gave participants the opportu-

nity to give feedback on how they experienced

the FGD and to give possible recommenda-

tions for improvement of future FGDs.

Results

In this section, the findings of our study con-

cerning patient involvement are presented.

First, we describe the processes and the out-

comes of the participatory activities in this

guideline development process for both trajec-

tories. Second, we reflect on the effectiveness of

patient involvement along the lines of the eval-

uation framework.

Description of processes and outcomes

Processing of patients’ input

In this section, we will describe how the FGD

results were integrated in the clinical guideline

and in the web-based patient version.

Clinical guideline

The Delphi study among professionals was the

main method to arrive at the recommendations

for the clinical guideline.16 Although patient

involvement was primarily appointed to the tra-

jectory for the development of the web-based

patient version, the FGD results were processed

into the clinical guideline to some extent. The

researcher and the project leaders brought up

some topics derived from the FGDs that in

their opinion complemented the topics sug-

gested by professionals that is, the improve-

ment of information supply for recovery and

resumption of (work) activities (Box 1). These

topics were not directly of use as input for the

Delphi study, which required advice for when

work activities are thought to be medically safe

to resume. Therefore, the topics brought in by

the researcher and project leaders were

extracted from the arguments patients gave to

support their point of views. Ultimately, the

topics selected by professionals included several

issues brought up by patients. These topics con-

cerned mostly advices regarding resumption of

daily activities (e.g. taking a bath, jumping).

The topics of professionals mainly concerned

movements like lifting, walking and bowing.

Patient version of the clinical guideline

The ideas brought forward in the FGDs

regarding design, topics and functionalities

were leading in the development of the web-

based patient version.† Box 3 shows which

functionalities were included in the e-health

intervention and reveals that the input of

patients in the FGDs (Box 1) substantially

contributed to the development of the e-health

intervention. Extra attention was paid to pro-

viding detailed and tailored instructions for

resumption of both work and daily activities.

A tool was included to compose tailored

instructions for resumption of normal and

daily activities including a personalized work

integration plan. Moreover, interactive tools

(e.g. a forum, FAQ) were included to exchange

experiences between patients and to provide

information regarding (frequently asked) medi-

cal questions and common complications. The

content of these tools was derived from the rec-

ommendations of the clinical guideline (the

outcomes of the Delphi study), literature,

patient leaflets and clinical experience.

Instruction video

Part of the web-based patient version is the

instruction video for patients and employers to

stimulate communication and to illustrate com-

mon pitfalls during reintegration. In the instruc-

tion, video potential reintegration problems are

discussed by showing two cases of a good and*The project team comprised two groups. One group was

involved with the execution of the guideline development

process and the development of the web-based patient ver-

sion. The other group was responsible for the evaluation of

patient involvement.

†The Internet address of the web-based patient version is

www.ikherstel.nl, which means ‘I am recovering’.
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bad interaction between patients, employers and

occupational physicians. The scenario-writer

appreciated the ideas brought forward by the

three involved patients. He asked them about

their experiences with the reintegration period

and emphasized the contact with the employer

and occupational physicians during the peri-

operative period. Based on the experiences of

the patients, it became clear to him that there is

not one common ground; patients have different

experiences and needs. He responded to this by

showing two cases in the video. In this way, he

tried to gear the instruction video towards

patients’ perception. The involved patients

enjoyed working on the development of the

instruction video and felt their input was taken

serious. They were happy with the end-result;

their input was well integrated in the video.

Testing of the web-based patient version

In total, 15 participants of the FGDs were

involved in the evaluation of the web-based

patient version. The testing revealed how partic-

ipants of the FGDs perceive feasibility, design

and content of the website. The results also

showed to what extent participants are satisfied

with the processing of the FGD results. As the

content of the website is also based on the rec-

ommendations of the clinical guideline, the test-

ing results also gave insight in the applicability

of the recommendations in practice as well.

Participants experienced a strong connection

between the FGD results and the web-based

patient version. Except for one participant,

participants indicated they would recommend

the website to other patients. They indicated

that almost all topics introduced in the FGDs

were integrated. Especially in the FAQ and the

recommendations for resumption of (work)

activities, the FGD results have been picked up

well. Also the forum was recognized. More-

over, they mentioned that the website could

improve the communication between employers

and patients. Participants indicated that the

content of the instruction video was clearly

related to the discussions in the FGDs.

Some recommendations for the improvement

of the web-based patient version were men-

tioned. Two participants emphasized that still

more specific and tailored recommendations

regarding resumption of daily activities would

be desired to the currently provided informa-

tion. Moreover, it was indicated that it would

be preferred if more information about com-

mon complications would be offered. One par-

ticipant suggested including positive

experiences with resumption of work activities.

In her opinion, the current patient version was

mainly focused on pain. On the other hand,

another participant considered the patient ver-

sion to be too cheerful. She preferred more

Box 3 Design of the web-based patient version

The web-based patient version aims at empowering

patients during the peri-operative period and resumption

of (work) activities by increasing the applicability of the

clinical guideline in daily practice. The website was

designed with the following functionalities:

- Tool to compose a tailored work reintegration

plan. Based on personalized characteristics and

conditions, the tool provides the patient with a

tailored advice for when work activities are

thought to be medically safe to resume.

Recommendations are based on the outcomes of

the Delphi study.16

- Safe resumption of normal activities. This tool

comprised a tailored plan for the gradual

resumption of daily activities. Recommendations

are derived from the Delphi study.42

- A tool to signal complications with advice about

what to do and who to contact.

- (self) Monitoring of recovery and offering

assistance when relevant

- Instruction video for patients and employers to

stimulate communication and to illustrate common

pitfalls during reintegration.

- Recommendations for communication between

patients and employers

- Detailed instructions and illustrations on various

gynaecological surgical procedures

- Frequently asked questions.

- Glossary. Explanation of frequently used medical

terms.

- Links to websites regarding gynaecological surgery

and recovery.

- A forum where patients can exchange experiences.
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attention for problems regarding resumption of

activities. Furthermore, a participant recom-

mended providing more attention to possible

causes for delayed recovery.

Process and outcome analysis

To assess the successfulness of the involvement

of gynaecological patients in this guideline

development process, patient involvement was

evaluated along the lines of the evaluative

framework (Box 1).

Process criteria

Involvement of stakeholders

Next to professionals (representatives of the medi-

cal boards of gynaecologists, general practitioners

and occupational physicians), individual patients

and a patient representative of an umbrella patient

organization (The Federation of Patients and

Consumer Organisations) were invited to partici-

pate in the guideline development process. The

patient representative was not acquainted with the

specific experiences of gynaecological patients.

However, she was familiar with perspectives of

surgical patients with resumption of (work) activi-

ties in general. The balance between patients and

professionals was of less importance, because

patients and professionals were consulted in paral-

lel trajectories. In this way, they could not influ-

ence each other directly.

After each FGD participants filled out a

questionnaire to identify the contextual situa-

tion of the participants regarding their gynaeco-

logical history and their resumption of work

activities. The results of these questionnaires

reveal diversity regarding differences in type of

gynaecological surgery, course of resumption of

work activities, load of work activities, age and

educational level among participants. Six of 21

participants indicated a high load of activities

on their work. The age of participants ranged

from 20 to 40 years with an average of 29, and

the educational level differed from low educated

participants to high educated participants

(equally divided). However, all participants

were recruited through the VU University

Medical Center, where most often patients with

more complicated cases are treated. Neverthe-

less, there was variety in representation among

involved participants observed; patients with

minor and severe complications were involved.

Process structure

The focus group technique appeared to be suc-

cessful for involving individual patients that are

not united in a patient organization. The inter-

active character of FGDs stimulated co-con-

struction of meaning and understanding, and as

a result provided broad and in-depth informa-

tion regarding the peri-operative period and

resumption of (work) activities. In addition, the

FGD results provided recommendations for the

development of the web-based patient version

and the instruction video. With the development

of the instruction video (for which patients pro-

vided input), the researcher and the two project

leaders specifically anticipated on the needs of

patients. The testing of the web-based patient

version gave participants the opportunity to

reflect on the processing of their input. Partici-

pants indicated that they very much appreciated

this testing. They felt taken seriously and the

reflection contributed to increased support for

the intervention among patients. However,

participants were only able to reflect by means

of a questionnaire, which provides little room

for own input or argumentation.

The researcher and the project leaders had a

central position in the guideline development

process. They were responsible for supervision

and decision making. Patients were involved on

the level of consultation and had no role in inte-

grative activities and in translation of the FGD

results. The researcher and the project leaders

were responsible for integrating patients’ input.

There was no interaction between involved par-

ties. However, patients had the opportunity to

verify the processing of their input as well as the

input of professionals by the evaluation of the

patient version of the clinical guideline. As a

result, not only knowledge transfer was realized,

but also knowledge exchange.

During a participatory process, transparency

towards all participants is important. By the
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involvement of FGD patients in the develop-

ment of the instruction video and the testing of

the web-based patient version, transparency

was created, because participants could verify

the processing of their input. However, trans-

parency regarding goals of the project was not

for all participants clear. Although the goals of

the FGDs and their contribution to the devel-

opment of an e-health intervention (the web-

based patient version of the guideline) were

clear, participants were only partly aware of

the overall process (including the clinical guide-

line). The overall process was addressed briefly,

in contrast to their contribution to the web-

based patient version. As the evaluation forms

participants filled out after the FGDs revealed,

participants’ expectations towards their partici-

pation in the FGDs were quite general, for

example ‘sharing of experiences’ and ‘Contrib-

ute to improvement of care by the development

of a website’. In addition, there was little atten-

tion for discussion of expectations of patients

and professionals concerning their contribution

to activities and end-products.

Patients and professionals were not equally

involved. Patients were involved on the level of

consultation, while professionals were involved

on a higher level. By their participation in the

Delphi study, professionals had decision-

making power about the recommendations for

resumption of (work) activities.

Process management

The researcher and the project leaders of the

guideline development process were responsible

for process management. As a consequence,

the independent role of the managers was at

stake. However, they took the input of patients

seriously and adjusted the participatory activi-

ties to the needs of patients. Participation in

the FGDs or the testing did not require specific

skills of the patients. Patients could participate

without preparation, their involvement

required little efforts, and only their experien-

tial knowledge was addressed.

During the FGD meetings, it was observed

that the participants felt at ease, and the dis-

cussions were not affected by one or more

dominant participants. Observations revealed

that due to the FGD design, participants were

able to formulate recommendations for

resumptions of (work) activities by addressing

their own experiences. The topic of discussion

– information supply regarding peri-operative

care and recovery – was a topic participants

could easily relate to and was important for

them. They shared their experiences easily and

reacted positively to each other’s input, even if

these did not correspond to their own experi-

ences or visions.

The evaluation forms participants filled out

after the FGDs revealed that participants were

very positive about the design, focus and facili-

tation of the FGDs. They indicated: ‘It is a

good thing that attention is given to this’, ‘I am

convinced that a website with the possibility to

contact fellow-patients is very desirable’ and ‘I

hope these meetings result in even better care’.

Participants indicated they were pleased that

they could share their experiences and that

their input could be of use for improvement of

information supply. Furthermore, they felt

taken seriously. Also, participants indicated

that all relevant topics were discussed.

The researcher and the project leaders were

positive towards patient involvement in this

guideline development process. They appreci-

ated the experiential knowledge of patients and

were confident about the added value of this

knowledge to the development of the web-

based patient version. They believed specific

medical and professional knowledge were

required for the formulation and interpretation

of the recommendations. As a consequence, the

involvement of patients was mainly restricted

to the web-based patient version. The contribu-

tion of the representative of the umbrella orga-

nization was appreciated by the other members

of the advisory committee. They considered

her as equal and professional.

Outcome criteria

Direct outcomes

For the web-based patient version, the contri-

bution of patients to the intervention was
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substantial. Almost all topics introduced in the

FGDs were integrated. The central position of

the web-based patient version in this guideline

development process contributed to the appli-

cability of the clinical guideline in daily prac-

tice. Patients’ input for the clinical guideline

contributed to the formulation of some addi-

tional topics for the recommendations, mainly

being reflected in the tailoring of the topics for

recommendations to more complex daily activi-

ties. This was considered a valuable input by

all parties.

Indirect outcomes

The absence of direct interaction between

patients and professionals prevented optimal

mutual learning, because the two groups did

not meet at any point in time during the pro-

cess. As a consequence, mutual learning

occurred only indirectly. The guideline develop-

ment process resulted to some extent in

changes in thinking of involved parties (i.e.

patients, professionals, the researcher and the

two project leaders). Mutual learning occurred

regarding medical content – professionals, the

researcher and the two project leaders got

acquainted with problems and needs of

patients, and patients learned about medical-

related procedures by evaluating the web-based

patient version – and in a procedural way –
learning occurred concerning patient involve-

ment procedures and methods.

It was also observed that the diversity among

participants stimulated co-creation of solutions.

At several moments, it was observed that inter-

action between participants in the FGDs

resulted in a broad variety of topics and in-

depth reflection. Moreover, during the FGDs,

there was specific attention for interaction by

the use of statements. These statements stimu-

lated participants to react and to start a discus-

sion. Furthermore, the statements appeared

useful to stimulate the articulation of solutions.

Discussion and conclusions

Our findings reveal that consultation of indi-

vidual patients by means of FGDs and with

regular feedback moments has been quite suc-

cessful for a guideline development process

related to an incidental, non-threatening dis-

ease for which there is no patient organization.

There was diversity among participants of the

FGDs, and there was saturation of the results.

In addition, the involvement of FGD patients

in the development of the instruction video

and the testing of the web-based patient ver-

sion afterwards was valuable, because it gave

patients the opportunity to verify the process-

ing of their input and assured continuity of

patient involvement. As a result, not only

knowledge transfer, but also knowledge

exchange was realized between professionals

and patients. Moreover, the web-based patient

version was considered very valuable by

patients, and as consequence, the external

validity can be regarded as high.

Patients were well able to participate in this

clinical guideline development process, because

their involvement did not require specific

skills; only their experiential knowledge was

addressed. This is in favour of the discussion

where scholars argue whether training and sup-

port of patients in order to be able to participate

on an equal level is desirable.8 Furthermore, lit-

erature on implementation of clinical guidelines

reports poor implementation with almost non-

existing implementation among patients.1,43–45

The development of a web-based patient version

may contribute to enhanced applicability of the

clinical guideline in daily practice and to dissem-

ination among patients. In a follow-up study, a

randomized controlled trial (RCT) started in

the autumn of 2011 to further evaluate the

effects and effectiveness of the recommendations

of the clinical guideline and the web-based

patient version.14 Part of the RCT will be a pro-

cess evaluation to assess (i) the extent to which

the web-based patient version and convales-

cence recommendations are used and followed

up (compliance) and (ii) the appreciation of the

different tools of the e-health intervention. The

results of the process evaluation will be used to

optimize the web-based patient version and will

contribute to enhanced implementation of the

clinical guideline.
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The guideline development process was

divided into two parallel trajectories in which

patients and professionals were consulted sepa-

rately. Patients were primarily consulted for

the development of the web-based patient ver-

sion of the clinical guideline, while profession-

als were mainly involved for the development

of the recommendations of the clinical guide-

line. This division was an explicit choice of the

project team, who appreciated the experiential

knowledge of patients and valued their input

for the web-based patient version. However,

they believed expert knowledge was required

for the formulation and interpretation of the

recommendations. With this division, the pro-

ject team followed a more Governance Dis-

course, as described by Boivin et al.42, which

has an emphasis on the synthesis of scientific

evidence to clinical decision making, predomi-

nantly informed by evidence-based medicine.

Although the followed approach turned out to

be quite successful, one could question to what

extent a more interactive process would have

had an added value on the quality of the rec-

ommendations. When another discourse was

followed in which shared decision-making and

patient-centred care have a more central

place,42,46 patients would have been more

involved in the development of the recommen-

dations. To ensure the motivated involvement

of an unorganised patient population, like

gynaecological patients, the involvement of a

skilled facilitator is required. The developed

web-based version is able to monitor the actual

achieved resumption of normal and work-

related activities, enabling future adjustments

of these recommendations. In addition, the

experiences of patients and care-providers will

be registered in a randomised study evaluating

the effect of this web-based version on return

to work (RTW), quality of life (QOL) and

pain. Patients reported experiences will be part

of the final clinical guideline.

The FGD results were taken along in the for-

mulation (and selection) of the topics of the rec-

ommendations of the professionals. The

influence the FGD results had on these topics

reveal that patients’ input complemented the

input of professionals and increased the applica-

bility of the recommendations in daily practice.

One might argue that a higher degree of involve-

ment in this trajectory could have resulted in

recommendations even more aligned to the

daily practice. In participatory approaches for

agenda setting in chronic disease domains

together with active patient organizations, inter-

action between patients and professionals

proved to stimulate mutual learning. Consulta-

tions complemented by collaboration breed

partnerships and could, as a result, contribute

to increased quality and relevance of health

research.47 Applied for clinical guideline devel-

opment processes, these insights could contrib-

ute to better tuning of clinical guidelines to

daily practice and a higher appreciation of

each others’ input. Particularly because this

clinical guideline concerns a transmural agree-

ment with consensus-based recommendations,

patient involvement might more easily be

achieved.1 The development of such a clinical

guideline is less dependent on scientific evi-

dence, and therefore, there tends to be more

room (and need) for experience-based knowl-

edge from both professionals and patients.

Increased patient involvement could be

achieved by integration of the two parallel tra-

jectories with additional dialogue meetings

with patients and professionals. However, fol-

low-up research is required to assess the added

value of these additional dialogue meetings, in

which aspects like (practical and financial) fea-

sibility and diversity among individual patient

should be taken into account.

Limitations of the study

Patient involvement in guideline development

processes is highly contextualized, and our

results are therefore difficult to generalize.

Characteristics of this specific guideline devel-

opment process and of the Dutch context

might have shaped our findings. First, this

guideline development process concerns an

innovative process, in which individual patients

and professionals were consulted separately in

two different trajectories. Secondly, there was a
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specific emphasis on the development of a web-

based patient version. As a consequence, this

clinical guideline development process, includ-

ing the patient involvement, differs from the

more traditional development processes in the

Netherlands and abroad, in which the inclusion

of one or two patient representatives in a

guideline workgroup is the most common

approach.1,2,5,8–12 Although these factors might

influence the dissemination of our findings to a

broader context, we believe our findings may

contribute to valuable directions for future

guideline development processes in which

patient groups are not united, for example for

incidental and non-threatening diseases.

Conclusion

In conclusion, the involvement of gynaecologi-

cal patient in an innovative guideline develop-

ment for resumption of (work) activities after

surgery can be regarded as quite successful; the

consultation of individual patients by FGDs,

as well as the testing of the web-based patient

version resulted in meaningful input. Further-

more, patients’ input contributed to applicabil-

ity of the clinical guideline in daily practice

and to implementation among patients.

Although the choices for two parallel trajecto-

ries are legitimate and resulted in end-products

aligned to patients’ daily practice, we suggest

that more patient involvement in the develop-

ment of the recommendations of the clinical

guideline may result in increased relevance and

quality of the recommendations.
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