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Abstract
Background

Engagement and participation are vital for including experiences, opinions, or expertise regarding the
need for action and specifying goals of relevant stakeholders. In recent years, engagement processes
have signi�cantly gained in prominence especially in the �eld of healthcare; and participation has been
actively demanded by public health agencies as well as by health research funding organizations.
Despite numerous international work and wide agreement on the bene�ts of stakeholder engagement,
there is still limited published empirical evidence on methodological best practices for stakeholder
approaches and even less on evaluation or outcomes in the process of developing policy.

Methods

On the basis of previous research on stakeholder discourses and with the German case study at hand, I
inferred normative criteria for the evaluation of discourse processes. For the methodological examination,
my manuscript presents a comprehensive framework of normative criteria relevant to stakeholder
engagement planning, implementation, evaluation and reporting, and to illustrate different evaluation and
reporting needs for research on stakeholder engagement, namely, depth of participation, legitimate
selection of stakeholders, representativeness, process management, output, role de�nition, and
transparency.

Results

The developed normative evaluation criteria make the evaluation of an engagement process with a large
amount of material possible. My analysis indicates the key facilitating elements and also barriers of this
participatory approach, demonstrating the importance of especially deploying the following evaluation
criteria: output, representativeness, process management, and transparency.

Conclusion

The seven developed evaluation criteria have been effective for the evaluation of the stakeholder
discourse on dementia prediction. These evaluation criteria may also be conducive to the evaluation of
engagement processes on other health research topics with a large corpus of material. To date and to my
knowledge, a comprehensive evaluation framework for engagement processes with experts in the �eld of
assessing biomedical issues is missing in the literature and my work aims at bridging this gap.

Introduction
Current news headlines promise new blood tests that may predict Alzheimer’s disease[1]. The articles not
only raise public awareness about potential testing options but also about potential negative effects and
challenges, for example, not having a cure in place.
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In the past, there have been various topics on emerging medical technologies or scienti�c breakthroughs
that have raised public controversies (Whitty 2013). Some of these were addressed with public
engagement and patient and public involvement (PPI) approaches, for example, in the �elds of stem cell,
cancer research, or biobanks (Adashi et al. 2019; Pii et al. 2019; Hansen et al. 2018; Barfoot et al. 2017;
O’Doherty & Burgess 2013).

To date, Germany has not speci�cally focused on implications of dementia prediction. With an increasing
focus on research in the �eld of biomarker[2]-based blood tests with high sensitivity and speci�city for
the prediction of Alzheimer’s dementia (Nabers et al. 2019), from a medical-ethical and social science
perspective, the scienti�c and moral necessity arose to take up the discussion in the German-speaking
context.

Therefore, we initiated an interdisciplinary, nation-wide stakeholder discourse. Our aim was to raise
questions regarding what ethical, social, and legal implication dementia prediction entails and
speci�cally, what frameworks are necessary in Germany before such tests are implemented in clinical
practice. Previous research has shown that forms of bottom-up engagement with the aim of policy
development can frame important perspectives, especially with outcome-focused approaches in new,
complex, and uncertain �elds (Atkins 2012; MacLean & Burgess 2010).

This paper offers a critical methodological re�ection of the chosen stakeholder discourse procedure. To
date, there is not much experience especially in the context of Germany. The analysis of this discourse
approach on implications of dementia prediction can serve as case study as the discussion and
methodological re�ection of engagement approaches is still in its infancy.

The topic of dementia prediction differs from other controversial topics such as, for example, breast
cancer. Dementia, due to the aspect of cognitive impairment, has for a long time stood as a barrier to any
form of participation including the exclusion from research participation (Jongsma et al. 2016). Thus, the
signi�cance of including a stakeholder group in the context of dementia prediction is very high.

The guiding research question of this paper is: What criteria are important for systematically evaluating a
stakeholder approach with the intention of policy-oriented outcomes?

The aim is to expand and ameliorate existing criteria previously considered for the purpose of evaluation
of discursive stakeholder approaches. Hence, the objective of this article is to methodologically examine
and re�ect on stakeholder engagement for obtaining and integrating informed stakeholder voices into a
policy-making process.

This paper focuses on developing a comprehensive framework of normative criteria relevant to
stakeholder engagement planning, implementation, evaluation and reporting, and to illustrate different
evaluation and reporting needs for research on stakeholder engagement. The objective of this study is
�rstly, to analyze how participation of stakeholders can support policy-oriented discussions on a critical
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issue such as dementia prediction. Secondly, how the concepts of involvement and participation can be
evaluated systematically with a normative evaluation framework.

Background
Developments and implications of dementia prediction

Due to the prevalence and severity of dementia and the current lack of effective treatments, the disease
has been made a global health priority. The expected number of people with dementia in the future will
further put pressure on health care systems (WHO 2017). Accordingly, there has been a shift towards the
implementation of public dementia (prevention) strategies as well as pre-clinical/symptom-free risk
pro�ling prior to the development of actual symptoms (Leibing & Schicktanz 2021). Numerous
researchers have pointed to the need for exploring various biomarkers for the purpose of dementia
prediction and early detection (Nabers et al. 2019; Márquez & Yassa 2019). However, it remains unclear
whether one or multiple biomarkers actually will offer a reliable indicator for the onset or progression of
dementia (Glymour et al. 2018). Nevertheless, such predictive tests will undoubtedly be applied in clinical
practice in the near future. The clinical application of such tests for people without objective symptoms,
however, entail unresolved ethical, legal, and social issues that should be addressed in advance (Schmitz-
Luhn et al. 2019; Milne et al. 2018).

The potential advantages of dementia prediction include more effective pharmaceutical research, earlier
detection, and potentially earlier administration of treatment options as well as the ability of affected
individuals to plan potential care and living arrangements. Possible problems lie in the mental burden of
anticipating (potentially in error) the onset of dementia as well as in forms of social exclusion, as no cure
currently exists. Additionally, since test results are expressed as notoriously non-intuitive risk probabilities,
informed consent and patient education become especially challenging (Alpinar-Sencan et al. 2019;
Mozersky et al. 2018).

Hence, current developments involving biomarkers for dementia prediction allow timely re�ection of the
ethical, legal, and social implications, the political frameworks, and societal strategies needed to improve
public and clinical communication about early dementia and dementia research. One important, ethically
motivated approach is to enable a participatory, discourse approach with relevant stakeholders in the
�eld of dementia and dementia prediction. The issue is highly relevant for the general public due to the
unresolved con�icts arising for individuals and society as a whole. For socially acceptable and
comprehensive policy development and recommendations in this context, it is not su�cient to solely
involve established political bodies as active decision-makers. These bodies are often made up of
medical experts. For example, patient advocacy experts are needed as well as a broad spectrum of other
stakeholders to contribute to the discourse. Stakeholders and participation are here examined jointly
under the focus of stakeholder participation as a sub-theme of public involvement.

The relevance of engaging and participating in health care issues
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While an urgent need for engagement is expressed, there is a great variation in depths of engagement
ranging from information, consultation to participation (Brown & Bahri 2019; Deverka et al. 2013). Often
there is a lack of precise conceptualization and de�nition of what engagement means and entails. Terms
such as ‘engagement’, ‘participation’, and ‘involvement’ have been applied indistinctly and
interchangeably in current literature adding to an in�ationary or even tokenistic use of participation
rhetoric without a critical re�ection and little guidance on how to engage relevant or affected groups in a
meaningful manner (Brown & Bahri 2019; Pollock et al. 2018; Boaz et al. 2018; Ray & Miller 2017).

Engagement and participation have signi�cantly gained in prominence in the �eld of healthcare over the
past years (Pii et al. 2019; Kim et al. 2018; Souliotis 2016). Participation has been actively demanded by
public health agencies such as the World Health Organization (WHO 2013) as well as health research
funding organizations (Knoepke et al. 2019; Boaz et al. 2018). Patient organizations and advocacy
groups are increasingly raising their voices to be included in policy-oriented decisions (Manafo et al.
2018; Schicktanz 2015).

Some research on participation in the health context focuses on an asymmetrical form of participation
with people or organizations within the healthcare system granting those outside access to or a voice in
matters of health (Potvin 2007). Other frameworks of participation are structured more inclusively. They
involve stakeholders from various services, for example, making a continuous exchange of knowledge
possible and moving affected interests forward (Slack et al. 2018; Brereton et al. 2017; Lemke & Harris-
Wai 2015). While applied in �elds of uncertainty or con�icts in technology and science, participation can
encourage certainty by acquiring knowledge and experience and exchanging knowledge for the purpose
of creating shared understanding (Brown & Bahri 2019; Potvin 2007). Further, PPI is considered
imperative for the identi�cation of relevant foci in treatment and research (Pii et al. 2019; Sacristán et al.
2016). Participation as an approach aims to be democratic, empowering, and educational (Pii et al. 2019;
Beier et al. 2016; Banks et al. 2013: MacLean & Burgess 2010).

Involving stakeholders in health policy discourses

For my working de�nition, stakeholder participation can be described as the participation of a group of
speci�ed people, those who have an interest in an issue, and also as one form of participation in the
broader spectrum of participation.

Stakeholders include people, groups, organizations, and associations at local, national, or international
level who are affected by social decisions and who are entitled to be considered in these decisions
(Lemke & Harris-Wai 2015). Stakeholders may have a direct interest in the process or outcomes of a
project, research or policy issue (Boaz et al. 2018; Brereton et al. 2017; Deverka et al. 2013). Stakeholders
can bring in important experiences, opinions, or expertise regarding the need for action and specifying
goals (Murtagh et al. 2017; Brereton et al. 2017; Concannon et al. 2014; Deverka et al. 2013).
Stakeholders therefore can assume a normative right to participation (Hansen et al. 2018). However, it is
anticipated that the interests of various stakeholders can also differ and that stakeholders can differ in
terms of their in�uence, authenticity, and legitimacy (e.g. Boaz et al. 2018; Agné et al. 2015; Kelty et al.
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2015; MacLean & Burgess 2010). A balanced composition of various stakeholder representatives in a
discursive process is therefore vital. In a multidisciplinary discourse, it is not just a question of
understanding who is affected by decisions, but also of who can and should actually be able to in�uence
their impact. A discourse is often a political space that is not yet fully regulated, especially in the case of
dementia prediction, as guidelines for the clinical implementation of the new biomarker technology are
still lacking. The interest in engaging stakeholders more broadly grew from an aspiration to deal with “the
lack of real-world relevance of research and to ensure more effective implementation of research �ndings
into practice” (Pollock et al. 2018).

Germany, as a country with a publicly-funded health care system based on the principle of solidarity, has
rarely engaged and promoted participation of the public, patients, and other stakeholders, especially in
contrast to other industrialized countries such as the UK, North America, and Australia (Pii et al. 2019).
Thus, Germany can be considered rather new to such engagement discourses. This could be explained by
the established structure of medicine and the healthcare system in Germany guided by functional and
professional self-regulation (Schicktanz 2008).

While bioethical topics have been addressed in discourse procedures, for example on genetic diagnostics
(https://www.springer.com/de/book/9783810036292), stem cell research (https://www.gen-ethisches-
netzwerk.de/diskursoffensiven; http://imgb.de/Projekte/ClinhiPS/) or brain research
(https://www.jura.uni-bonn.de/centre-for-the-law-of-life-sciences/forschung/) in Germany, no discourse
procedure has been carried out in Germany or internationally previous to ours that primarily dealt with
(early) diagnosis of dementia or other research in the context of dementia.

Further, despite numerous international work on and wide agreement on the bene�ts of stakeholder
engagement, there is limited published empirical evidence on methodological best practices for
stakeholder approaches and even less on evaluation or outcomes in the process of developing policy
(Laird et al. 2020; Balane et al. 2020; Ray & Miller 2017; Lemke & Harris-Wai 2015). As Goodman and
Thompson stress there is a critical difference between “going through the empty ritual of obtaining
stakeholder feedback and giving stakeholders the real power needed to affect the research process and
resulting outcomes” (2017).

Design and study setting: case study
This paper aims at inducing optimized normative evaluation criteria for engagement processes. In the
following, our discourse procedure on dementia prediction is described. It serves as a case study for
developing normative evaluation criteria and a framework for the evaluation of future engagement
processes.

In this project, I was employed as a research associate and was responsible for preparing scienti�c
research on the topic and supporting in all necessary steps for conducting the project.
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Iterative process of engaging stakeholders and collection of participation elements

We based the participatory discourse on information about dementia prediction from current literature
and research. This information – which formed the starting point for the research project and �rst made it
possible to initiate and carry out this stakeholder approach – also frames the ethical premises of the
discourse. These premises include that resources as well as ethical, social, and legal recommendations
for future consulting professions are currently missing in the �eld of dementia prediction and need to be
developed, as counseling professionals will increasingly be asked to provide advice and support for
people seeking advice about predictive testing, in the near future.

As a four-headed team in the research project[1], we initiated the stakeholder discourse guided by our
interdisciplinary project advisory board consisting of seven external members. The stakeholder
engagement activities occurred over 24 months. The documented material of the activities is described in
Figure 1.

First, we identi�ed those organizations and associations that deal with issues of health in a broader
sense and with dementia speci�cally, including areas such as counseling, care, research, patient
advocacy, policy making, governance, �nancing and insuring, scienti�c networks, welfare, religion, and
ethics (see Figure 2 for �elds of participating organizations and associations). Thus, the aim was to
identify all organizations and associations that had a stake in policy development or the development of
recommendations on issues of dementia prediction, dementia care, and dementia research in the German
context.

80 organizations and associations (see Supplemental Material 1 for full list) were initially identi�ed in an
iterative procedure, supported by our experienced advisory board. 75 of those organizations were
contacted on board level with an invitation to participate in the discourse. The contacted person was then
able to delegate speci�c people within their organization or association to answer the posed questions
and one person to volunteer as a representative at the stakeholder conference which took place in
Göttingen, Germany in 2018.

The one-page invitation for participation in the discourse procedure included brief information on the
background and aims of the project as well as an appeal to the organization’s participation. Further, the
organizations were asked to answer the following questions on an approx.one-page position paper which
was sent by post and by email to allow for an easy and time-e�cient response. The �rst question was
asked to contextualize their statement and also raise the organizations’ awareness to where ethical, legal,
or social issues could arise in the context of dementia prediction.

A. What is the main interest in dealing with dementia in your organization?

B. Please outline your central position / view for predicting dementia using biomarkers. Where do you
see key issues or controversies?
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The involvement of different stakeholders in a procedure may entail different levels of medical
knowledge, affectedness or sometimes con�icts of interest. As complex, technical information often
plays a role in the deliberation of bioethical questions, the project team was concerned to address
potential imbalances in the discussion and to enable stakeholders to have as equal access as possible to
terminology and developments in research. The aim in the procedure was to enable a discourse that is as
free from hierarchy, inclusive and comprehensive. That is why the background materials were sent to the
participating stakeholders in advance.

Of these 75 addressed organizations and associations, 29 reported back to us with a position paper. In
the meantime, the German Medical Association published a topical statement independently of the
discourse procedure, which was also included in the discourse. 25 of the organizations nominated
delegates to participate in the two-day intensive conference with the aim of producing a joint statement.
Finally, 24 stakeholders attended the stakeholder conference held in June 2018 at which a joint statement
was produced.

The �nal version of the joint statement was published at the end of 2018. It was sent to all initially
identi�ed organizations and participating stakeholders for commenting. This initiated commentary phase
allowed the participating organizations to address points that they were unable to present in a more
differentiated or nuanced manner in the joint statement due to the consensus process. Therefore, the
commentary phase was essential for opening room for plural perspectives. 12 organizations made use of
the opportunity to comment within the given period of time, four of which had not previously submitted
their own statement or participated in the stakeholder conference.

In all, 33 organizations and associations (see Supplemental Material 1) actively participated in the
discourse process at various stages. Due to the iterative, multi-stage procedure developed in the research
project for discursive participation, stakeholders could engage in up to four successive phases: provision
of written input, conference participation, commenting of joint statement and for means of being
informed about the discourse (see Figure 1). For further details on the participating organizations see
Supplemental Material 1.

Methodology
As the aim of this paper is to develop normative evaluation criteria based on the methodological
re�ection on an initiated engagement process. I will describe the successive steps of my analysis in this
section.

Induced normative criteria for evaluating the stakeholder discourse

Already identi�ed shortcomings or constraints in previous engagement studies mainly include issues of
representation, communication and articulation, impacts, and democracy (Murtagh et al. 2017). To date,
a comprehensive evaluation framework for engagement processes with experts in the �eld of assessing
biomedical issues is missing in the literature.
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For the methodological examination and re�ection of the stakeholder discourse at hand, and for the
development of a comprehensive framework of concepts relevant to stakeholder engagement planning,
implementation, evaluation and reporting, the following seven normative criteria were induced: depth of
participation, legitimate selection of stakeholders, representativeness, process management, output, role
de�nition, and transparency. I composed the criteria based on existing recommendations and single
�ndings from conducted stakeholder approaches in the literature as well as own experience gathered
during the stakeholder approach at hand. Thus, the evaluation criteria listed in Table 1 can be regarded as
a collection and combination of already established criteria (see column “Examples inferred from the
literature”) assessing different kinds of engagement processes as well as criteria developed and re�ned
from the corpus of material of the discourse. This, to my knowledge, is the �rst paper bringing together
established criteria and applying and amending them to an expert stakeholder discourse focusing on a
bioethical topic.

 

Table 1: List of re�ned and expanded evaluation criteria
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No. Criteria Key concepts and keywords Examples inferred from the literature

1 Depth of
participation

Information, consultation,
participation, involvement,
re�exivity, communication,
articulation, democracy,
decision-making,
methodological approach,
depth of information,
direction of involvement

Archana et al. 2019; Brown & Bahri
2019; Gesell et al. 2019; Kendall et al.
2018; Gesell et al. 2017; Goodman &
Thompson 2017; Lemke & Harris-Wai
2015; Deverka et al. 2013; Hermans et
al. 2011; Burton et al. 2009

2 Legitimate
selection of
stakeholders

Selection criteria, inclusion,
research focus, recruitment,
contact measures

Boaz et al. 2018; Gesell et al. 2017;
Brereton et al. 2017; Goodman &
Thompson 2017; Forsythe et al. 2016;
Concannon et al. 2014; Lemke & Harris-
Wai 2015

3 Representativeness Representation, inclusivity,
heterogeneity, minority
voices, diversity,
interdisciplinarity,
multidisciplinarity, openness

Archana et al. 2019; Brown & Bahri
2019; Gesell et al. 2019; Kim et al. 2018;
Brereton et al. 2017; Ray & Miller 2017;
Murtagh et al. 2017; Lemke & Harris-
Wai 2015; Concannon et al. 2014;
Deverka et al. 2013; Hoffman et al.
2010; Parker et al. 2007; Burton et al.
2009

4 Process
management

Time, timing, resources,
good planning, realistic
planning, planning process,
research stage, research
process

Archana et al. 2019; Gesell et al. 2019;
Boaz et al. 2018; Kendall et al. 2018;
Murtagh et al. 2017; Goodman &
Thompson 2017; Lemke & Harris-Wai
2015; Parker et al. 2007

5 Output Aim, purpose, objective,
outcome, product, decision-
making, consent, dissent,
communication, fears,
hopes, criticism, praise,
dissemination, expectations

Brown & Bahri 2019; Murtagh et al.
2017; Deverka et al. 2013; Cotton et al.
2000

6 Role de�nition Roles, moderation, in�uence,
monitoring, facilitation,
clari�cation

Boaz et al. 2018; Kim et al. 2018;
Hermans et al. 2011; Hoffman et al.
2010

7 Transparency Trust, honesty, openness,
sincerity, transparency,
holistic approach,
commitment, scienti�c
research, informative

Camelo Castillo et al. 2019; Gesell et al.
2019; Brereton et al. 2017; Gesell et al.
2017; Ray & Miller 2017; Lemke &
Harris-Wai 2015; Concannon et al.
2014; Burton et al. 2009

 

Examining the corpus of material (see Figure 1) with these seven developed normative criteria will allow
an in-depth exploration of strengths and also constraints as well as advantages and disadvantages of
this discourse approach. This normative framework guided by developed criteria aims at addressing
fundamentals of expert engagement in the �eld of emerging medical technologies and critically re�ecting
on them in a systematic manner.
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For this paper, I analyzed the empirical corpus of material by means of qualitative content analysis
following Renz et al. 2018 and Hsieh & Shannon 2005.

Content analysis as a method, with wide application in health research, allows for deductions by
systematically identifying speci�c words, themes or concepts in communicative language or written
material with referral to the context of the content. After identi�cation, inferences can be made about the
presence, meaning, and relationships of certain themes or recurring issues and their underlying meaning.
The process of content analysis involves a systematic method of coding and classi�cation of written
material to identify patterns and themes and can be regarded as a data reduction technique. Thus,
content analysis allows for the provision of substantial insights into phenomena by means of text
analysis. With the established proximity of the researcher to the text, content analysis can be regarded as
a highly reliable tool due to a systematic procedure of analysis (Renz et al. 2018; Hsieh & Shannon 2005).

For the paper at hand, the method of content analysis involved close and repetitive reading of the
material to obtain immersion and a sense of the whole corpus of material, re�ection on the origin and
authors of the text corpus, and sequential text interpretation, as well as the development of categories
and codes based on the established criteria (Renz et al. 2018; Hsieh & Shannon 2005). The overarching
theme for the analysis, is the evaluation of engagement processes. The categories were developed
inductively from the material at hand and the criteria were developed iteratively guided by existing
evaluating frameworks of stakeholder engagement and amended by own criteria derived from the context
of this particular stakeholder engagement process and inductively from the references made in the
material. The normative criteria serve as a framework for the evaluation.

For the analysis, it was necessary to de�ne a coding scheme for the organization of the data in a
comprehensible and manageable manner. The coding scheme entails keywords for each developed
evaluation criteria that were identi�ed before and during data analysis (Hsieh & Shannon 2005; see Table
1). In the coding process material was distinguished according to internal and external input. Internal
input refers to material that was developed by the project team before, during, and after the engagement
process. External input refers to material developed by involved stakeholders, the project’s advisory board
and other organizations or individuals reporting on the engagement process at hand (see Figure 1).

Results Of The Case Study
The results are structured along the seven induced normative evaluation criteria.

The discourse project’s objectives for stakeholder engagement were clear, as set out in the internal
documents (see Figure 1). The topic of the discourse approach is novel and has, to date, not been
discussed in the German context. A nuanced and comprehensive approach appears inevitable when
addressing a new medical technology which will affect not only providers, counselors, consumers but
also society as a whole. This is why an iterative approach was chosen with varying opportunities and
depths of engagement (see Figure 1) embracing the widest possible inclusion of organizations as well as
political entities considered stakeholders on the topic of dementia prediction.
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With the methodology described above, the developed normative evaluation criteria and related key
concepts and keywords (see Table 1) were formulated to guide the analysis. In the analysis, explicit and
implicit references to the normative evaluation criteria were identi�ed in the corpus of material (see Figure
1). These were assessed and are elucidated in the following section.

1)      Depth of participation
The �rst criterion can rather be understood as an overall description of participation in the stakeholder
procedure and thus a criterion embracing all following criteria.

One uniting thrust in all material was the raised necessity to deal with the topic of dementia prediction
before its clinical implementation, stressing the relevance of the project initiation and recognizing the
unresolved issues needing public and scienti�c attention. Scienti�c publications called the discourse
approach a sophisticated and elaborate procedure which addressed a wide spectrum of participants and
of engagement options over an extended period of time.

In a separate step, apart from the stakeholder conference, with the aim of broadening the spectrum and
recipients of engagement, a social media strategy[1] was implemented by the project team which also
allowed the public to participate on the topic debate. The aim was to create a discursive platform on
which questions were posed to Facebook and Twitter users on ethical, social, and legal aspects of
dementia prediction. Further, an essential aspect of the discourse was to engage future counseling
professions. This was pursued in subsequently conducted seminars and workshops and the sustainable
development of teaching materials.

While a wide range of stakeholders was addressed and invited to take part in the discourse and, no
organization with a government mandate actively participated in the discourse by means of a position
paper. Only at the podium discussion following the stakeholder conference did Lower Saxony’s Minister
for Social Affairs, Health and Equality highlight the importance of such a conference to bring everyone to
the table and to incorporate different perspectives.

2)      Legitimate selection of stakeholders
From the project’s self-evaluation it became clear that the process of identifying potential stakeholders
was a highly iterative one and an important step for the entire project. With the phase of thorough
research on relevant organizations in Germany and the creation of an extensive list of the initially
identi�ed organizations, a �rst step was initiated to open a wide selection of stakeholders. This process
was accompanied by a critical examination of the list by colleagues and acquaintances who are scholars
in the �eld of dementia and could act as multipliers or mediators in the process of identi�cation. In a
subsequent step, the list was proposed to the project’s advisory board. We asked the members of the
advisory board to examine the list carefully for necessary additions or alterations. In this process the aim
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was to achieve a balanced representation of �elds, political parity, and few exclusive experts who, for
example, had previous experience in committee work.

Based on the state of knowledge of previously successfully conducted discourses on bioethical topics
and after consultation with the project’s advisory board, the project team decided to activate only those
organizations and institutions that claim to represent social interests or have a relevant governmental
regulatory mandate to participate. A meaningful participation procedure including individuals as experts
would have overstrained the logistical capacities of the project and risked bias of individual interests or
ties being put forward in the process that cannot be justi�ed. However, due to pragmatic reasons, we had
to expand the selection to some extent, as two organizations suggested individuals who did not act as
named representatives of the organization. This led to the creation of different levels of representation in
two cases where organizations were less monolithic and rather heterogenous regarding the organization’s
structure and thematic perspective.

Further, the project team made clear in its summaries, protocols, and its self-evaluation of the project that
the identi�ed organizations should submit a position paper from their organization’s perspective which
served as a condition for participation in the stakeholder conference. This aimed at identifying how the
respective organization perceived its own stake in the discourse topic and which issues were most
relevant from their perspective. Here there was also space for participants to formulate demands and
expectations or wishes to the stakeholder conference, the entire discourse or further discourses in the
future. Obtaining the position papers required immense communication coordination and perseverance
on our side with continuous contact by post, email, and telephone.

After 29 position papers were submitted and carefully examined concerning the content, those
organizations were invited to take part in the stakeholder conference who had expressed their willingness
to participation and had named a concrete representative. The strategy of early commitment, encouraged
by the project’s advisory board, served a form of motivating certain underrepresented �elds to feel
addressed and motivated to bring their perspective into the discourse.

Overall, the re�ection in the self-evaluation of the project showed that, for the phase of stakeholder
identi�cation, the securing of transparency of the selection of participants (especially regarding
organizations with potential con�icts of interest such as, for example, the pharmaceutical industry or
private insurers), the insuring of balance of positions and results, the address of local levels of dialogue,
and the sharing and dissemination of results to connect stakeholders were declared aims in the entire
discourse procedure. It was set out that any declarations of bias should be required from all participants
to avoid potential con�icts of interest. At the beginning of the project, the project team hesitated
regarding the decision on whether to invite government organizations. However, due to the fact that our
project was funded by the government, this affected our decision to invite governmental bodies. This
could be very different for discourses with other sources of funding.

3)      Representativeness
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From the beginning of the discourse, it seemed inevitable to engage a heterogenous compilation of
representatives to be able to formulate accurate recommendations, especially based on the topics
addressed and discussed in the position papers as well as in the joint statement. The project team
decided not to include individual experts as far as possible to strengthen legitimacy. However, while good
representation can help strengthen legitimacy, it does not guarantee it.

In a few position papers, the procedural step of engaging various stakeholders was highlighted to jointly
cooperate and develop best practices as well as standards for the �eld of diagnostics and for the
validation of biomarkers. In several positions papers, organizations referred to the multidisciplinarity and
interdisciplinary networking in their own organization or to multidisciplinarity being a driving factor in
their organization’s policy work. This was linked to their expectations of the working environment and
approach of the discourse at hand. Further, organizations described certain attributes in the position
papers including their work in a competent, comprehensive, and multidisciplinary manner to the needs of
those affected.

Assessment in the position paper, the joint statement, and the commentaries by stakeholders show that
the multidisciplinary composition of stakeholders was appreciated and commended. Especially, in the
majority of the evaluation forms, the diversity and combination of perspectives as well as the
interdisciplinary exchange and approach were perceived very positively. Others highlighted the respect of
minority opinions in the process and the opportunity of good networking and exchange across �elds.
However, in one evaluation form it was mentioned that some representatives of associations ultimately
did not act as representatives but acted as individual expert representatives. According to formal
documentation including the position papers, the joint statement, project steps, protocols of project
meetings, however, only two people actually took part in the stakeholder conference who wanted to be
considered “individuals” and not as representatives of the organization they worked for.

Looking more closely at the aspect of representation, there were some perspectives that were missing in
the discourse. As re�ected in the self-evaluation of the project, the perspectives of health economics and
the general practitioners were missing in the �rst phase of the obtained written statements. During the
conference, there was no personal representation of patient advocacy due to last-minute cancellation
because of illness. According to the self-evaluation of the project, it would have been desirable for these
perspectives to be represented more prominently in the discourse. In the end, it was possible to
methodically introduce the perspective of those affected in the further procedure. The detailed position
paper of the German Alzheimer’s Society found resonance in the joint statement and subsequently the
German Alzheimer’s Society and the German Society for General and Family Medicine expressed their
explicit support for the joint statement in the commentary phase. Nevertheless, the inclusion of the health
economic perspectives remains an important task for future discourse processes on the issue at hand as
the �nancing of predictive biomarkers was a crucial issue in the joint statement. In the discourse,
organizations focusing on the health economic perspective did not show interest in participation.
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Further, as mentioned above, none of the organizations invited who had a government mandate actively
participated in the discourse. With the exception of the Federal Ministry of Family Affairs, Senior Citizens,
Women and Youth which did not actively take part in the stakeholder conference but took a clear stance
towards the discourse project. It outlined its positive expectations towards the output of
recommendations that should serve as a stepping stone for further measures to be taken. In the phase
leading up to the stakeholder conference, the Ministry applauded the project’s accomplishment due to the
wide-ranging selection of stakeholders and representation as well as the members of the project’s
advisory board. The letter also referred to the ministers working on the German national dementia
strategy as one of the stepping stones for dissemination.

As taken from the self-evaluation of the project, the project team was very satis�ed with the breadth of
interests represented in the discourse process. Also, newspaper reports commented on the heterogenous
composition of stakeholders during the conference and as authors of the joint statement. Further, the
advisory board in its project commentary valued that the project managed to reach a wide spectrum of
actors.

The project design had features of useful redundancy, allowing multiple entry points for organizations to
engage in the discourse according to organizations readiness and ability (see Figure 1). With time, the
project became more well-known through media coverage and a snowball principle. This had the effect
that organizations saw the need to also participate and bring their perspective into the discourse.

4)      Process management
The material of the project steps, the protocols of project meetings, and the self-evaluation of the project
showed that the time frame of the discourse procedure was optimized with the incorporation of
participatory phases; the encouraged position papers led to an early discussion of the organizations with
the topic which enabled a nuanced but goal-oriented discussion at the conference itself. The
establishment of thematic working groups at the conference helped structure and make the discussion
and joint writing possible in the available time frame.

From the project team’s perspective, much effort was invested in setting of deadlines, communication,
and sending of reminders to reach project milestones (see Figure 1). This included the initial step of
inviting identi�ed stakeholders to take part in the discourse with a position paper and committing to
attendance at the stakeholder conference as well as in the editing phases and the commentary phase. A
strict timeline and time slots between the different participatory phases made it possible to achieve such
a process in the dedicated time frame. Regular meetings of the project team allowed for concise planning
and also revision of planning. The process management was made possible with two full project
positions over the extent of two years.

Regarding the stage of research, the importance of engaging on a discourse early on for a topic that has
not manifested its implications in practice yet, was stressed in the self-evaluation of the project as well as
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by participating stakeholders in the evaluation forms. As can be taken from the evaluation forms, the
majority of stakeholders felt well informed about the project at all times and in all evaluation forms,
stakeholders expressed that they had received adequate information in preparation for the stakeholder
conference. Timely provision of information was a crucial aspect determining the successful
implementation of the discourse.

The explicit comments on a procedural level focused on the di�culty given the complexity of the topic
and the wish to have more time to specify statements and de�nitions of terms. Also, in the commentary
by advisory board, the advisory board emphasized that the stakeholder conference and the result of the
joint statement highlighted that further discourses are needed to address unresolved issues. Thus, the
initiated discourse, can be regarded as a successful starting point for further discourses.

5)      Output

References to thematic output

The material, especially the project steps, protocols of project meetings, and the self-evaluation of the
project showed that the overarching aim of the stakeholder conference was to achieve a consensus
statement. The second aim was to make the landscape of interests and demands transparent and to
de�ne the frame of reference, in which the discourse procedure can take place.

From the protocols of project meetings, it became evident that at all times, the project team took queries,
criticism, and praise seriously. Regarding the procedure, numerous loops of more clearly de�ning
information leading up to the stakeholder conference were taken to address the issues put forward by
participating stakeholders.

The positions papers included a concrete discussion of the critical aspects of dementia prediction from
their organization’s perspective which made it possible to e�ciently frame the topics to be discussed at
the stakeholder conference. First, organizations were encouraged to think about and deal with the topic in
advance. Second, this allowed the project team to prepare adequately by condensing the 29 position
papers’ content and preparing three thematic working groups. The positions papers were sent to all
conference participants in advance to enable a form of exchange before the actual conference.

Regarding the timely addressing of the issue at hand, many position papers addressed topics that needed
clari�cation before the medical technology was actually applied in clinical practice. For the patient-
relevant use of biomarkers, it was further put forward by the participating stakeholders in the position
papers that the arising ethical aspects and arguments should be revealed transparently and
systematically as well as transported to other stakeholders to allow for a comprehensive assessment of
the technology. This could also apply to the entire discourse at hand.

As becomes evident from the scope of the position papers, the joint statement and also the
commentaries by stakeholders as well as the scienti�c publications and reports on the project, the
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discourse has accomplished an analysis of the topic put up for discussion which, however, is not
concluded in its entirety. The discourse was able to spark discussion and attention and also to develop
crucial areas relevant to health policy, restructuring of counseling, and public perception or dealing with
dementia. Certain issues were touched upon but not resolved which concurs with the initially set out aim
of the discourse procedure. Numerous topical points were addressed in the joint statement with the need
of further exploration and discussion regarding concrete implementation.

Also perceived limitations to what the discourse or at least the stakeholder conference could accomplish
were formulated in some of the commentaries by stakeholders, taking up points that should be further
discussed in a societal discourse. As can be taken from one interview, sustainable solutions are more
likely to emerge from open discourses than from leaving such discussions to individual experts.

References to appreciation and support of the discourse

In some of the positions papers, the author(s)/organization expressed gratitude for being able to take
part in the discourse or and in several positions papers the discourse approach with a wide discussion
was actively welcomed.

In other position papers, support of dealing with the topic of dementia prediction was expressed and
participation of speci�c organizations was recommended that were found imperative to include such as
the German Alzheimer’s Society and the German Ethics Council. Further, some organizations stressed
why it was important that they themselves were included in the discourse.

The advisory board in their commentary on the entire discourse procedure expressed praise over the
project’s thorough and critical approach. The commentary re�ected the interaction and active
participation in the project. The advisory board applauded the highly ambitious aim of reaching
potentially all relevant stakeholders in Germany with the discourse and added that the success of the
discourse was not guaranteed.

Overall, the evaluation forms by stakeholders show that the stakeholder participants were satis�ed with
the stakeholder conference and the engagement process. Further, in all EFs stakeholders stated that they
would take part in such a discourse on medical-ethical topic again.

References to expectations and demands

In the SPs, expectations to the process were raised regarding the need for discussion on certain aspects
of prediction that were missing up until the discourse was initiated or needed further attention and
dealing with. In some of the SPs, the authors referred, on the one hand, to an inclusive and appreciative
approach aimed at catering to the needs of those affected and, on the other hand, to an approach dealing
with the topic of dementia prediction as such. This allows to make inferences about the expectation of
identifying such attitudes in the discourse process itself.
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The Federal Ministry of Family Affairs, Senior Citizens, Women and Youth, as mentioned above, did not
actively take part in the discourse but took a stance towards the discourse project and outlined their
expectations on the discourse in a letter. The Federal Ministry welcomed the initiated discourse through
the German Federal government and described its expectations towards the output of recommendations
that should serve as a stepping stone for further measures to be taken and applauded its success due to
the wide-ranging selection of stakeholders and the representation as well as the members of the project’s
advisory board.

Further, the letter referred to the ministers working on the German national dementia strategy and the
possibility of linking outcomes.

In a SR, the project aims were described as to stimulate a social discourse and accompany the process of
medical progress. In a few cases, organizations used the format of the SPs to demand certain
professions be equipped with more competencies from which people with dementia could potentially
pro�t and also speci�cally regarding biomarker tests.

Dissemination of output

The evaluation forms by stakeholders state that the majority of stakeholders wanted to introduce certain
objectives into the procedure. Further, in the majority of the valuation forms it was stated that the
stakeholders were able to gather new information that is relevant for their �eld of work through the
discourse including speci�c knowledge about the issue at hand, perspectives from other professions, and
processes of health policy work. The interest in and perceived importance of moving the discussions of
the stakeholder conference forward were strongly expressed in the evaluation forms highlighting ideas
for dissemination of the results of the stakeholder discourse.

As can be taken from the self-evaluation of the project, the project team pursued the goal of producing a
joint consensus statement with the initiation of the engagement process and speci�cally with the
stakeholder conference. The chosen methodology in thematic working groups during the stakeholder
conference took into account the plurality of perspectives. The participants were able to identify and
clearly state areas of consent and also of dissent at any time. The commentary phase made it possible
for a multitude of organizations to present or highlight points of consent and support or of dissent and
controversy on the produced content of the joint statement. Especially controversial points could be
presented with different arguments and in their plurality.

The results of the discourse were disseminated at various points in scienti�c conferences and at public
project events such as a press conference and the �nal conference of the project. The project team
always activated press representatives for important steps in the procedure contributing to a �ow of
dissemination during the entire approach. The project aims and results were taken up by multiple news
agencies, organizations, and other institutions. Some of the participating organizations made an effort to
present the project on their channels and beyond. Importantly, the project was mentioned in the report of
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the German National Dementia Strategy referring to the procedure as an important step for a societal
discourse on dementia prediction.[2]

The project team re�ected early on at the beginning of the project, which kind of follow-up project could
be initiated. It became clear from the beginning that the focus should lie on counseling approaches and
the development of guidelines.[3]

6)      Role de�nition
The material shows only few references to role expectations of the discourse organizers and moderators.
The advisory board made clear in its commentary, which was also described in the project steps,
protocols of project meetings, and the self-evaluation of the project, that its primary purpose is to consult
the project team ranging from the initial identi�cation and selection of stakeholders to dissemination of
the project results.

In the self-evaluation of the project, the project team states its task to transparently steer, moderate, bring
together and re�ect on the scienti�cally-based, result-oriented and participatory discourse and, if
necessary, to modify or adjust project steps and participatory phases. On the content level, the project
team is editorially responsible for obtaining representation of relevant organizations, all project results as
well as for the formulation of ethically re�ected recommendations for political decision-makers. Project
reporting and other forms of publication also are declared as part of the project team’s responsibility.
Furthermore, the project team sees its responsibility in initiating follow-up research and supporting the
continuation of the discourse (e.g. through dissemination, teaching, input into specialist discourses such
as the German National Dementia Strategy).

According to the project steps, protocols of project meetings, and the self-evaluation of the project, the
project team also sees it as its task to promote the discourse in the general public. For example, a
population survey conducted by the AbbVie Healthcare Monitor placed a number of questions on
dementia prediction in its survey. A further measure was social media engagement including Facebook
and Twitter, enabling an exchange of discussions on questions the project team provided on the
prediction of dementia and current information on the project. The general social media uptake can be
considered moderate.

The role of the editing team of the joint statement was a politically sensitive task. The editing team was
appointed by the stakeholders present at the conference with the assignment to �nalize the joint
statement without signi�cant changes to consented essence of the composed statement to that point.

During the planning of and preparing for the discourse, it became an immense issue to re�ect and de�ne
our own roles researchers and moderators of the discourse. As the project team, we were also
accountable to the sponsor of the project which promised an output but at the same time needed to let
stakeholders drive the content and consensus procedure.
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7)      Transparency
Overall, the project team clearly documented all procedural steps. My research interest in evaluation was
supportive of this. The underlying premise of the entire project based on disclosure of interest-driven
exertion of in�uence and openness to the discourse as a condition of participation.

Regarding the stakes of participating organizations, the project team asked the authors of the position
papers in the �rst question to make clear how or to which extent their organization dealt with issues of
dementia and with this, elucidating their stake in the discourse. Participating organizations speci�ed in
which form they approached the topic of dementia and people affected by dementia including relatives
and partners.

Further, by inviting organizations to answer questions and send the position papers in advance to the
stakeholder conference, the participating organizations dealt with the topics from their organization’s
perspective. All position papers addressed issues that were later taken up during the conference.
Although some papers may have indulged in the topic in a deeper fashion, all organizations in advance
positioned themselves towards the issue put forward in the discourse approach.

Regarding the procedure leading up to the stakeholder conference, it can be taken from the project steps,
protocols of project meetings and the self-evaluation of the project that all material and information
relevant to participating organizations prior to the stakeholder conference as well as after including all
position papers, the joint statement and the commentaries by stakeholders was made publicly available
on the project’s website striving for procedural and content-related transparency.

However, in the evaluation forms by stakeholders, it became evident that some information provided in
preparation for the stakeholder conference and at the beginning of the conference was missing for some
stakeholders. This mainly referred to de�nitions of terms distinct to the topic of dementia prediction, for
example, the term ‘prediction’ or that the target group for the clinical application of blood-based
biomarkers included people with early symptoms of cognitive impairment but also asymptomatic people.
We as the project team should have been more precise with de�nitions and should have consulted
experts on these in advance.

For the production of a joint statement, the working groups served to produce topical texts, the plenary
sessions were used to reach a form of consensus on the results while at the same time identifying and
denominating areas of dissent. Directly after the stakeholder conference the content of the joint
statement was presented at a public panel discussion at which also Lower Saxony’s Minister for Social
Affairs, Health and Equality took part.

However, regarding transparency of the editing procedure of the joint statement, one organization in the
commentary phase used its commentary to highly criticize that changes were made to the consensus-
version by the editing team that strongly went against this organization’s perspectives. The issue
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regarding speci�c formulations in the joint statement was resolved in an additional round of editing and
was made transparent in the discourse.

Following the stakeholder conference, all stakeholders were invited by the project team to comment on
the joint statement. This commenting phase was opened not only to the stakeholders who participated
during the stakeholder conference, but to all organizations originally identi�ed and invited to take part in
the discourse. This procedure, supported by the project advisory board, made it possible to present or
highlight points of consent and support or of dissent and controversy in retrospect. Especially
controversial points could be presented with different arguments and in their plurality.

As can be taken from the self-evaluation of the project, the discourse procedure, which guided
heterogeneously acting and thinking stakeholders to agree on a common position, re�ects both value-
oriented interests (e.g. protective standards) as well as particular interests (e.g. naming responsibilities
for counseling processes and further health-policy interests). This can partially be explained by the fact
that the discourse included organizations representing particular interests due to the professional
background and mission of the organization. None of the organizations participating at the stakeholder
conference had a government mandate to mediate interests. For external readers, it must therefore be
communicated transparently which stakeholders were involved in the joint statement. Due to the
participating stakeholders’ heterogeneity and solution orientation, they were able to �nd overarching
value-oriented statements. From the project team’s perspective, this is an indicator for the qualitative
added value of this method, namely to sound out concrete consensus on standards. The procedure
including the editing in the aftermath of the stakeholder conference and also the commentary phase,
required much coordination, allowed for further consensus and support to be reached.

Discussion
My analysis indicates the key facilitating elements and also barriers of this participatory approach,
demonstrating the importance of especially deploying the following evaluation criteria: output,
representativeness, process management, and transparency. Overall, regarding the outcome and self-
re�ection of the discourse procedure outlined in the corpus of material, key facilitating elements for the
stakeholder approach’s success include the meticulous and transparent documentation and provision of
information, the reiterative “relationship-building” to secure participation of stakeholders as well as the
active response to feedback during the entire discourse allowing for a discursive approach which other
processes have also highlighted (Laird et al. 2020; Boaz et al. 2018).

The analysis also showed that key barriers of the stakeholder approach included issues of �nalizing the
joint statement attributed to limited time during the stakeholder conference as well as the subsequent
need for an editing phase and editing team. Further barriers were issues of agreeing on a consensus.
Barriers were also posed by one stakeholder’s criticism of transparency as well as the absence of certain
groups throughout the discourse and also at decisive points of the discourse procedure. These main
�ndings will be discussed in a more nuanced manner in the following section.
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Added value of seven evaluation criteria
Other studies have proposed the need for systematic evaluation of stakeholder approaches (e.g. Ray &
Miller 2017; Lemke & Harris-Wai 2015). My methodological re�ection aims at, on the one hand, building
on developed approaches and frameworks of stakeholder identi�cation and engagement design
(especially Boaz et al. 2018; Ray & Miller 2017; Manafo et al. 2018; Concannon et al. 2014) and, on the
other hand, learning from limitations and shortcomings of previous approaches and supplementing
useful criteria for future application. These seven developed normative evaluation criteria have been
effective for the evaluation of the stakeholder discourse on dementia prediction. These evaluation criteria
may also be conducive to the evaluation of engagement processes on other health research topics with a
large corpus of material.

From the analysis of the corpus of material, one criterion attracts attention as one that has not been
applied as an established evaluation criterion in previous work, namely, output. Other criteria applied for
the analysis in this procedure match previous �ndings to some extent, but no approach, to my knowledge,
has incorporated such an elaborate composition of normative evaluation criteria.

Regarding the criterion output or more speci�cally, the determination of disseminating project output,
there was a pronounced interest of the participating stakeholders in disseminating the results.
Dissemination was attained over the organizations’ platforms, media, publications, and discussions in
professional associations. This highlights the stakeholders’ investment in the discourse and the topic
discussed. As Manafo et al. (2018) and Ray & Miller (2017) have pointed out, evaluation frameworks as
well as su�cient data is needed as a basis for evaluation to measure not only immediate outcomes but
also intermediate and long-term outcomes of an engagement processes. These are relevant for the
context of patient as well as expert stakeholder engagement. The advance of effective and sustainable
engagement processes relies on documented outcomes of the respective procedure (Manafo et al. 2018;
Ray & Miller 2017).

On a practical level, stakeholder engagement identi�es areas of agreement as well as disagreement and
provides an opportunity to understand more fully what might be driving differences in stakeholder
interests. Stakeholder input may also help articulate the values of the broader community affected and
align policy recommendations with these expectations (Lemke & Harris-Wai 2015). As common in
deliberative engagement (Murtagh et al. 2017), our main content output was the production of a joint
statement including recommendations on the issue under discussion. Regarding the production of a joint
outcome, consensus was encouraged to support a policy-oriented outcome, but was not required.
Dissenting perspectives and minority positions were also included in the joint statement and found
further resonance in the commentaries.

As set out, engagement aims to be democratic, empowering, and educational. Thus, with the criterion
output, it was possible to highlight the gratifying notion that the participating stakeholders learned new
information that is relevant for their �eld of work through the engagement process.
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Further, in the case study at hand, it became evident from the evaluation that representativeness is an
important criterion. While good representation helps strengthen legitimacy, it does not guarantee it.
Organizers of discourses are responsible for enabling representation. The absence of patient advocacy
groups, health economics and governmental bodies may affect the perceived legitimacy as well as
sustainability of such an approach. The decision becomes relevant of who should participate in a
discourse on novel issues or innovations adjacent to a common topic. The potential degree of
polarization between stakeholders should be critically re�ected the development of consensus for policy
development is aimed at (MacLean & Burgess 2010). Especially regarding the topic of dementia, due to
the aspect of cognitive impairment which has in the past stood as a contrasting pole towards political
participation (e.g. research participation; see, for example, Jongsma et al. 2016), the examination of and
participation in the discussion on dementia prediction can serve as a window of opportunity to break that
traditional conception apart. In participatory approaches involving stakeholders, it has become a
common practice to revert to already established groups, for example, established advocacy groups. For
the particular case study at hand, the question arises whether established advocacy groups in the context
of dementia and dementia care su�ce to represent issues of dementia prediction. The argument can be
made that affected groups for the particular topic of dementia prediction are not well represented or that
advocacy does not yet exist in this context. From a methodological and evaluation perspective,
representation raises two critical questions: Does the inferential process in a particular setting actually
require direct representativeness? And even if it is inferentially desirable can representativeness in the
sense representing perspectives of patients or affected people (Gerhards et al. 2017), in practice, be
achieved? While engagement processes generally aim at being representative and inclusive, these
questions need to be raised according to the topic being discussed as well as the envisioned policy
outcome (Slack et al. 2018; Murtagh et al. 2017).

Further, the criteria, process management, role de�nition, and transparency materialized as crucial
elements for the evaluation of the engagement process. Especially regarding the aspects of planning and
legitimacy of process outcomes, obligation and implementation played a pivotal role in making the
engagement process possible. Potentially, the criterion of role de�nition could be even more relevant for
engagement processes negotiating highly controversial topics, such as the use of data and information
in biomedicine (Peek & Rodrigues 2018) or the current topic of vaccine allocation (Wu et al. 2020). The
criteria depth of participation and legitimate selection of stakeholders rather seem to function as
preconditions for the effective implementation of an engagement process.

Corpus of material for evaluation
The developed normative evaluation criteria make the evaluation of an engagement process with a large
amount of material possible. In the process of developing practical criteria, the importance of
documentation of all project steps becomes clear if there is an authentic interest in evaluating an
engagement process. The analysis of the discourse procedure used as a case study demonstrated the
bene�t of obtaining and collecting external evaluation but also internal documentation of project steps,
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e.g. summaries, protocols, and self-evaluation. The focus of evaluation often tends to be on external
evaluation mirroring the experience and perspectives of those engaged in the process. However, with the
sole focus on external evaluation, important procedural aspects of the entire engagement process will not
be covered. Accordingly, with the application of the developed criteria, I stress the importance of including
both external as well as internal material for the evaluation of engagement processes. The incorporation
of both external and internal material supports taking the approach to evaluation seriously but also
strengthens the option of refuting or reconsidering evaluation statements. Other studies have also
highlighted the importance of detailed documentation of stakeholder engagement and the need for more
standardized reporting guidelines (see for example Ray & Miller 2017).

Taking into account the breadth of material in this case study, my analysis can be considered a form of
participatory observation. While it can be assumed that internal material may gloss over procedural
elements, the material at hand actually was more critical in pointing out missing perspectives or absence
of governmental bodies in the engagement process.

Conclusions
While previous studies (e.g. Knoepke et al. 2019; Brown & Bahri 2019; Boaz et al. 2018; Deverka et al.
2013) have demonstrated the bene�ts and the manifold application of engagement processes,
evaluation and especially evaluation frameworks are currently missing for expert stakeholder
engagement in the health care context. Evaluation can contribute to the comparability of different
engagement processes, to the assessment of their respective output as well as the recognition of an
initiated engagement process. Meaningful engagement processes tend to be long, work- and time-
intensive and, to some extent, not controllable. Evaluation can further be helpful to assess strengths and
potential pitfalls for the future planning of other engagement processes (Manafo et al. 2018, Boaz et al.
2018; Ray & Miller 2017). Thoroughly documented evaluation can additionally contribute to
strengthening engagement outcomes for the formulation of policies and, at the same time, discon�rming
speci�c outcomes with little relevance for the scienti�c context or policy development. Especially in a
country such as Germany with comparatively little experience in engagement processes the risk of
skepticism can be countered with the application of thorough evaluation frameworks.

Existing evaluation frameworks of engagement processes focus mainly on patient engagement. While
the proposed elements of evaluation can be applied for the evaluation of other engagement processes,
expert engagement can be considered a particular case due to institutional or organizational resources
they have. The resources experts rely on can be considered bene�cial when the aim of an engagement
process entails the negotiation of recommendations for new biotechnological approaches in the health
care context. However, expert stakeholder engagement does not replace patient engagement. Expert
engagement can be regarded as a �rst step of identifying relevant issues in a particular �eld. The
advantage of including specialized experts and disciplines in a discourse can be mirrored in the potential
of e�cient development of recommendations and policy making. The disadvantage clearly lies in the
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potential of undermining vulnerable groups such as patient advocacy groups and other lay stakeholder
groups which are not represented within an organization.

Provided the engagement process is encompassing enough, expert engagement can later on be
interlinked with patient engagement to address particular necessities of this group which may not be
covered by expert engagement. The addition of lay stakeholders is especially inevitable and of utmost
importance for the discussion of bioethical issues that affect society as a whole. As conveyed at the
outset of this paper, PPI is considered imperative for the identi�cation of relevant research and its
implementation. Considering the case study at hand on dementia prediction, the negotiation of the topic
is relevant to affected people, the entire health care system as well as society as a whole. Patient
advocacy can be considered a starting point for including relevant stakeholders. However, for the topic of
dementia prediction patient advocacy can be considered too particular, because new developments in
blood-based biomarkers will not only deeply affect patients and the care system but also healthy or
asymptomatic people who can potentially be tested.

It becomes clear in the entire corpus of material on the discourse project that a research project cannot
replace the societal discourse. It can act as an initiator and can offer methodological structuring
recommendations. This shows the importance of de�ning what such a discourse project can and wants
to achieve and what the limitations are. If the focus lies on policy development, the importance may arise
to include governmental organizations in the engagement process. For this, the recommendation for
future engagement processes is to be more persistent on why an organization decides not to participate.

In our case, the educational approach can be expanded, political committees can be triggered to further
assess practical implications and with the follow-up project we actually ful�lled our aim. While these
evaluation criteria can also be used for shaping and planning of engagement processes, speci�c
guidelines for the development and implementation of stakeholder processes should be consulted in
detail (e.g. Petkovic et al. 2020).

Limitations
Regarding the corpus of material, some of the material, which is marked accordingly in Figure 1, is self-
evaluatory and produced by our project team. My role in the research project was to carry co-organize the
stakeholder engagement process on a content and organizational level. This including the phase of
evaluation. For the methodological re�ection of the engagement process, it was important for the
research project to be �nalized, so that it had no effect on the project’s �nal report for the sponsor of the
project.

This paper is to be regarded as an explorative approach rather than a quantitative assessment of a
discourse procedure on dementia prediction. The case study examining the advantages but also
disadvantages in this approach can contribute to future projects in this �eld, however, it is not
representative for all engagement processes.
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A content-related paper will be published separately. In other cases, the content as such and its
assessment can be regarded as an important indicator or criteria for evaluating a procedure.
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Figure 1

Phases of engagement (based on Brown & Bahri 2019)
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Figure 2

Fields of participating organizations and associations
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