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DEFINITION OF TERMS

Variable

Name Operational Definition

Attitudes Participants' opinions, beliefs, and inclinations concerning genomic
research, biobanking, and data sharing, including willingness or
reluctance to participate.

Awareness Participants' level of understanding and knowledge about genomic
research, biobanking, and data sharing.

Biobanking The collection, storage, and management of biological samples and

associated data, typically for use in genomic research and related studies.

Contextual Factors

Factors including sociocultural elements, gender, education, age,
resources, and infrastructure that may influence the implementation and

effectiveness of deliberative engagement.

Deliberative Engagement

A structured process involving informed discussions among participants
to address ethical issues and develop guidelines in the context of

genomic research and biobanking.

Ethical Concerns

Ethical issues and dilemmas related to genomic research and biobanking,

such as informed consent, privacy, data sharing, and benefit sharing.

Genomic Research

The systematic study of an organism's complete set of genes or an
individual's genetic makeup to understand their function and role in

health and disease

Procedural Factors

Elements related to the implementation of deliberative engagement, such
as facilitator expertise, language, group size, session duration, and

information delivery tools.

xiii




ABSTRACT

Background: Ethical, legal, and social issues in genomic research and biobanking require
innovative community engagement methods. Deliberative engagement offers a promising
model for informed discussions and ethical guideline development but is underutilized,
especially in resource-poor settings like Ghana. This study explored procedural and contextual
factors influencing the implementation of deliberative engagement in genomic research and
biobanking and assessed its impact on participants' attitudes towards data sharing as an ethical
concern.

Methods: This study employed an experimental one-group pretest-posttest research design
using a sequential embedded mixed-methods design. A total of 66 participants were selected
from the Africa-Wits Genomics Network under the Human Heredity and Health in Africa
Initiative in the Kassena-Nankana district of the Upper East region of Ghana. A pre-
engagement baseline survey assessed participants' awareness and attitudes towards genomic
research and data sharing. This was followed by a structured deliberative workshop which
provided in-depth information on the significance of genomic research and the ethical
considerations surrounding the sharing of genomic data with various stakeholders, including
researchers, biobanks, and pharmaceutical companies. Subsequently, participants were divided
into small groups for deliberations on the issues presented during the workshops. Post-
engagement surveys measured changes in awareness and attitudes towards genomic research
and data sharing. Additionally, focus group discussions delved further into participants'
perspectives on the procedural and contextual factors that could influence the implementation
of deliberative engagement, identifying both challenges and opportunities to be considered for
future initiatives. The focus group discussions were recorded, transcribed, and analysed using
the framework analysis technique, involving data coding and thematic identification. Survey

data were exported to Stata version 13.1 MP for cleaning and analysis including descriptive

Xiv



statistics, demographic characterization, and pre- and post-engagement analysis of participant
ratings on data sharing and genomic research awareness and attitudes. Statistically significant
variations between the two survey time points were identified using Fisher's exact test.
Results: The study included 66 participants aged 47-67 years old, predominantly males,
43(65.2%) with many of the participants having primary 16 (24.2%) and junior high school
17(25.8%) education. Procedural factors that influenced deliberative engagement are
facilitators’ expertise, session duration and information delivery tools. Whereas the contextual
factors that influenced deliberative engagement are group composition, group size and
language. Quantitative analysis showed a significant increase in participants' awareness of
genomic research from 34(51.5%) to 52(89.7%) with a p-value = 0.001. There was a significant
decrease in reluctance to share biological samples and data for commercial purposes from
(10)15.2% to (4) 6.8%, indicating a shift in participants' attitudes after participation in the
deliberative engagement.

Conclusions: Deliberative engagement could potentially be an effective approach for
community engagement in genomic research and biobanking. Policymakers and practitioners
should consider and address key procedural factors for successful implementation, including
facilitator expertise, language, group size, session duration, and information delivery tools.
These findings provide valuable insights for promoting responsible and ethical community

engagement practices in genomics research.
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CHAPTER ONE

INTRODUCTION

1.1 Background

Genomic research and biobanking play a major role in deepening our understanding of health,
diseases, and genetic inheritance, within the African continent and globally. Nevertheless, these
achievements have also presented key ethical concerns and ongoing debates, many of which
have not yet been resolved (Chalmers et al., 2014). These issues are related to ensuring
informed consent, protecting privacy, returning results to participants, establishing responsible
governance, avoiding undue commercialization, sharing benefits fairly, and managing data
sharing. For example, whilst participants in genomic studies are required to provide informed
consent, their involvement and the data generated can impact the families and communities
they belong to, or the populations they represent (Nyika, 2009; Yakubu et al., 2018).
Furthermore, the utility of stored human samples is an issue that has triggered global debates
(Wendler and Emanuel, 2002; Hansson et al., 2006; Tindana et al 2014). In the African context,
genomic research faces significant ethical dilemmas primarily stemming from the vulnerability
of the populations involved, alongside concerns arising from past community experiences and

inherent cultural beliefs and practices (Yakubu etal., 2018; Moodley & Beyer, 2019).

To address the ethical concerns surrounding genomic research and biobanking, there has been
a call for innovative approaches to community engagement (O'Doherty et al., 2012). This is
because the traditional approaches to engaging and seeking public opinion though useful, may
be limited (Diamond & Plattner, 2008; McWhirter et al., 2014) especially when the topic is
complex and community members are not familiar with concepts such as related to genomics
or biobanks (McWhirter et al., 2014). This may lead to “top of the head” reactions (Diamond

& Plattner, 2008), that may not contribute to decision or policy formation (O'Doherty et al.,
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2012). Furthermore, individuals might lack the empowerment needed to actively participate in
ethical discussions concerning emerging technologies. Therefore, there is a call for deliberative
engagement to be utilized as a supplementary model for community engagement in genomics

research and biobanking (Chalmers et al., 2014; McWhirter et al., 2014).

Indeed, deliberative engagement involving the citizenry has been experimented with, albeit on
small scales, to deliberate about important public issues (Diamond & Plattner, 2008). In the
context of health, there is a growing literature on deliberative engagement as used in various
concepts of community engagement, including “shared decision-making” (SDM), patient-
centred care, and patient/care provider autonomy (Safaei, 2015). For instance, deliberative
engagements have been utilized to enable informed and significant public input into a range of
issues related to biotechnology, including biobanking (Burgess et al., 2008; McWhirter et al.,
2014; Molster et al., 2013). Furthermore, it has been useful in several other public health

settings, such as population screening for cancer (Rychetnik et al., 2013).

While advocacy for, and research on, the use of deliberative approaches to engage communities
and the public in complex and emerging public health interventions are growing (Chalmers et
al., 2014), this methodology has not been employed extensively, especially in resource-limited

settings such as Ghana.

1.2. Problem Statement

Genomic research and biobanking have experienced significant growth globally, holding
promise for advancing disease treatment and prevention (Gurdasani et al., 2015). However,
this growth has raised ethical concerns, particularly in African countries, where the number of
genomic research projects is increasing (De Vries et al., 2011; Yakubu et al., 2018). These
concerns extend beyond traditional healthcare research, encompassing unique ethical, legal,
and social issues (Bua et al., 2018; Murtagh et al., 2021). Ethical concerns include appropriate
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consent models for data and sample sharing (Gowans et al., 2011; Wendler, 2013; Nnamuchi,
2018) withdrawal of consent (Kaye, 2012; Lowenthal & Hull, 2013), ownership of human
biological samples and associated data (Hawkins & O'Doherty, 2011; Lowenthal & Hull,
2013), privacy and confidentiality (Heeney et al., 2010; Kaye, 2012), and equitable benefit
sharing (Simm, 2005; Dauda & Dierickx, 2013). Trust issues (Moodley & Singh, 2016),
fairness in research collaborations (O’daniel & Haga, 2011; de Vries et al., 2015), past
exploitation against local populations and researchers, coupled with participants' disadvantaged
social and economic background, increases their vulnerability in research settings (Heymann
et al.,, 2016), and cultural factors, also pose challenges specific to African settings.
Additionally, low literacy rates and a lack of terminology in indigenous African languages

further complicate genomic research and biobanking (Tindana et al., 2012).

Community engagement is recognized as a crucial approach to address ethical complexities in
genomic research and biobanking in Africa (Staunton et al., 2018). However, effective and
ethically sound community engagement practices, particularly in resource-poor settings, are
lacking, hindering the success of genomics research and biobanking (Chalmers et al., 2014).
There is an urgent need for innovative strategies to facilitate informed debate and develop
ethical guidelines to address emerging concerns (Chalmers et al., 2014; McWhirter et al.,
2014). While traditional approaches to community engagement are valuable, they have
recognized limitations when dealing with complex or novel subjects like genomic research and
biobanking, necessitating iterative dialogue (O'Doherty et al., 2012; Laws et al., 2013). For
example, the traditional approaches often rely on simply providing information to community
members rather than fostering a genuine two-way dialogue. Also, the traditional approaches
may fall short in empowering community members to actively participate in decision-making
processes related to genomic research. Additionally, traditional approaches often take a one-

size-fits-all approach, assuming all communities need the same information and will engage in
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the same way. This fails to recognize the diversity of communities and their needs, interests,

and concerns (O’Dobherty et al., 2012).

Deliberative engagement methodology has demonstrated its value in various settings, offering
a new dimension to community engagement in genomic research (Chalmers et al., 2014).
However, its utilization remains limited, with most studies conducted in advanced countries
like Canada, the USA, Australia and New Zealand (O’Doherty, & Secko 2008; O’Doherty et
al 2012; Rychetnik et al. 2013). Furthermore, while there has been substantial scholarly focus
on various aspects of deliberative engagement like its internal proceedings and effects (
Gronlund et al., 2015; Christensen et al., 2017; Himmelroos et al., 2017; Strandberg et al.,
2019), limited attention has been given to the core factors influencing its effectiveness
(Koskimaa et al., 2020), particularly contextual factors in low-income settings like Sub-
Saharan Africa. Empirical research on deliberative engagement in genomic research and
biobanking in Ghana and other African countries is scarce ( Tugendhaft et al., 2021; Thaldar
et al., 2022). Therefore, this study aims to address the gaps in knowledge by examining the
procedural and contextual factors influencing the implementation of deliberative engagement
in Ghana in genomic research and biobanking. By identifying these factors, the study intends
to contribute to the development of effective community engagement strategies that can
address ethical complexities and promote responsible genomic research and biobanking

practices in Africa.

1.3 Research Questions

1. What are the procedural factors that could influence the implementation of deliberative

engagement in genomic research and biobanking?

2. What are the contextual factors that could hinder or enable the implementation of the

deliberative engagement in genomic research and biobanking?
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1.4

1.4.1

What are participants’ perspectives on potential challenges and opportunities that could
influence the implementation of deliberative engagement in genomic research and

biobanking?

Will participation in a deliberative engagement session affect awareness and attitudes

of participants on data sharing in genomic research and biobanking?

Objectives of the study

General Objective

The main objective of this study is to examine the procedural and contextual factors that could

influence the implementation of deliberative engagement in genomic research and biobanking

in Ghana.

1.4.2 Specific Objectives

The specific objectives of the study are to:

1.

Explore procedural factors that could influence the implementation of deliberative
engagement in genomic research and biobanking in Ghana.

Explore contextual factors that could hinder or enable the implementation of
deliberative engagement in genomic research and biobanking in Ghana.

Explore participants’ perspectives on potential challenges and opportunities of using
deliberative engagement to engage stakeholders in genomic research and biobanking in
Ghana.

Assess the effect of deliberative engagement on participants’ awareness and attitude

towards data sharing in genomic research and biobanking.
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1.5 Justification

Whilst deliberative engagement has proven effective in various contexts, its implementation
and impact in sub-Saharan Africa remains underexplored (Tugendhaft et al., 2021; Thaldar et
al., 2022). This study addresses these gaps by examining the procedural and contextual factors
that could influence the successful implementation of deliberative engagement in genomic
research and biobanking in Ghana. It aims to shed light on whether participating in deliberative
engagement sessions could lead to meaningful changes in awareness and attitudes regarding
genomic research, biobanking, and data sharing. The findings from this research are expected
to offer valuable insights into the challenges, opportunities, and context-specific strategies that

could inform future implementation of deliberative engagement practices.

Additionally, this study contributes to the enhancement of community engagement practices,
which could potentially promote ethically robust approaches in the field of genomic research
and biobanking. Furthermore, this research contributes to better understanding of deliberative
engagement in genomics research and biobanking in Sub-Saharan Africa. This knowledge

provides a foundation for future research and policy development.

1.6 Chapter summary and outline of the thesis

The current chapter (1) introduced the research background with emphasis on the concept of
deliberative engagement as a promising model for community engagement in genomics
research and biobanking. The chapter articulated this study's research problem, objectives,

questions, and justification.

The rest of the thesis is organized as follows: Chapter two (2) is the literature review
encompassing relevant literature, theoretical framework, key concepts, previous studies, and
existing gaps. Chapter three (3) focuses on the study's methodology, covering research design,
data collection methods, analysis techniques, ethical considerations, reflexivity, positionality,
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and potential limitations. Chapters four (4) and five (5) present findings. Chapter six (6) delves
into a discussion of the study’s findings and limitations. Finally, Chapter seven (7) summarises

the study, draws conclusions, and makes recommendations for policy, practice, and future

research.
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CHAPTER TWO

LITERATURE REVIEW

2.0 Introduction

The overarching goal of a literature review is to offer valuable insights into the existing body
of knowledge within the research field, providing information on what has been explored and
what areas require further investigation (Boote & Beile, 2005; Snyder, 2019). A narrative
review was employed to explore the definitions, utility, governance, and ethical considerations
of genomic research and biobanking. Furthermore, it examines the concepts of community
engagement, shedding light on its core principles, underlying assumptions, limitations, and
challenges. The review also examines procedural and contextual factors, challenges and
opportunities related to the implementation of deliberative engagement in genomic research

and biobanking.

The literature review process involved exploring a variety of sources to ensure a comprehensive
understanding of the topic. Initially, a rapid review was conducted, followed by further
exploration to include a diverse range of relevant literature.The process involved a semi-
structured trial-and-error approach, utilizing various combinations of keywords to identify
relevant articles. Eventually, the key criterion of community engagement, combined with
related concepts like deliberative engagement, genetic/genomic research, and biobanking, was
used to refine the search. To manage the number of articles, a thorough examination of abstracts
was conducted. Selected articles were then read in-depth and relevant information identified

and synthesized.
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2.1 Conceptual definitions and clarifications

2.1.1 Genetic and Genomic research

Genetic and genomic research involve the study of genes, with genetic research focusing on
specific genes and genomic research encompassing the entire set of genes, known as the
genome (Nyika, 2009). This distinction is exemplified in studies such as those examining the
gene associated with Sickle Cell Disease, where only the relevant aspect of the DNA is
analysed (Nyika, 2009). While genetic and genomic research can be categorized based on the
utilization of genetic information, the term 'genetic research' is commonly used to refer to both
types(Nyika, 2009). For the purpose of this study, "genomic research" will be employed as an

inclusive term covering both genetic and genomic aspects.

2.1.2 Bio-banking

Biobanking involves the collection and storage of biomaterial, predominantly blood, saliva,
and urine, alongside demographic and health-related donor information (Johnson et al., 2011).
The biospecimens and anonymized data stored within biobanks serve as valuable resources for

medical researchers, facilitating further investigations and enabling multi-centre and cross-

disciplinary studies (Awadalla et al., 2013; Manolio & Collins, 2013; Toh & Platt, 2013).

2.2  Ethical issues in genomic research and biobanking in Africa

Globally, genomic research and biobanking have stirred controversies, encompassing concerns
such as consent, privacy, return of results, governance, funding, commercialization, data
sharing, and benefit-sharing (Chalmers et al., 2014). In the African context, ethical challenges
are compounded by vulnerability and community-specific issues rooted in past experiences,
cultural beliefs, and practices (Yakubu et al., 2018; Moodley & Beyer, 2019). Successful

genomic research in Africa necessitates addressing concerns related to community
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engagement, broad consent, and the potential implications of sharing DNA samples and genetic

data to mitigate risks of stigmatization and harm (Yakubu et al., 2018).

The evolution of biobanking from routine practices to a source of ethical, legal, and social
debates began in the 1990s, challenging established research ethics norms (Hoeyer, 2008).
Genetic research introduces unique risks and benefits distinct from other health research,
necessitating a nuanced ethical framework (Nyika, 2009; Moodley & Beyer, 2019).
Additionally, technological advancements and collaborative studies extend beyond
geographical and cultural boundaries, requiring careful consideration of ethical implications

(Nyika, 2009).

While high-income countries have developed legislative frameworks to address these issues,
low-income countries, including many in Africa, are in the early stages of establishing
structures for genetic research and biobanking (Nyika, 2009; de Vries et al., 2017). The
H3Africa framework underscores the importance of authentic community engagement,

aligning with the African communitarian worldview (Mbiti, 1969; Yakubu et al., 2018).

23 Community Engagement in biomedical research

2.3.1 Community engagement

Community engagement has gained recognition as essential in global health research, as
championed by ethicists, funders, and the 2016 CIOMS guidelines (King et al., 2014; van
Delden & van der Graaf, 2017). Community engagement is generally defined as the process of
working with groups of individuals bound by location, or distinct interest, to mitigate issues
affecting their well-being (Davis, 2011). In the field of health research, it includes a range of
activities and procedures, such as conveying meetings with members as well as representatives

of a community, collaborating with community advisory boards (MacQueen et al., 2001;
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Campbell et al,, 2015), and collaboratively designing and carrying out research with

community involvement (Tindana et al., 2007a; Adhikari et al., 2016).

2.3.2 Definition of ‘community’

A standard definition for community has not been established (Tindana et al., 2007b). The word
“community” has been utilized to explain the interactions among people basically on
geographic conditions (Tindana et al., 2007a). Nonetheless, in recent times it has been
recognized that people who share immediate surroundings may not of necessity represent
community, because they may be different in terms of respect to value systems as well as other
cultural features that are more germane to the social concept of community (Tindana et al.,
2007b). Some are of the view that the definition of community must be based on the common
identity shared by its members (Campbell & Jovchelovitch, 2000). This means an individual
may belong at the same time to several religious, vocational, or ethnic communities, or
communities with different values and ambitions but reside in a particular geographic area.
While Tindana et al. (2012) defined community in relation to shared ethnicities, languages and
location, Seeley et al. (1992) defined community as the population under study defined by a
geographical area. Lemke et al.(2010) more specifically defined community in the context of
genomic research as the multiple stakeholders affected by, or interested in, biobanking and
genetic research. Others also define community as a cohort of people united by at least one or
more common characteristic(s) such as geography, ethnicity, shared interests, values,

experience, or tradition (Sapienza et al., 2007; Brunton et al., 2017).

Despite the complexities of defining community, the definition of community to a great extent
should depend on the type of proposed research, the goal of engagement and the context in
which the research is carried out. In genomic research, the “community” that should be the
focus of attention could be groups of individuals with the same disease that is to be researched,

their family members - since family medical history and biological materials may be attained
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from them for genetic analysis. My next focus of discussion is on why community engagement

in genomic research and biobanking?

2.3.3 Why CE in genomics and biobanking?

In their 2010 study, Lemke et al. highlight the ethical duty of researchers to engage with
biobank participants through CE. This engagement is not just about utility, but about
recognizing and honouring the volunteers' contribution as an inherent good. Additionally,
researchers lay the foundation for fostering mutual trust and respect, igniting public interest
and participation in their work, leading to more relevant and impactful research outcomes when
they identify and address community needs through active engagement (Lemke, et al., 2010).
Lemke et al. (2010) describe CE as ‘an important step in ensuring that biobank research is
conducted in an ethical, locally suitable approach, including a variety of community
involvement used to inform, consult, involve, collaborate with or empower
communities’(Lemke, Wu, et al., 2010) . Others have indicated the purposes of CE in genomics
research to include establishing trust in a biobank (McCarty et al., 2011), guarding against a
loss of trust in science (O’Doherty & Hawkins, 2010) or to enhance the professionalization of
biobanks (Hewitt, 2011). Researchers like Ormond et al. (2009) highlight a critical distinction
in biobank community engagement. They advocate for a model of constant interaction and
exchange of ideas with community members, rather than simply informing them and collecting
their data. O'Doherty & Hawkins (2010) focus on a critical gap: how conversations with
biobank communities translate into actual policy changes. Lemke et al. (2010) add another gap:
the lack of practical guidance for designing effective CE approaches specifically for biobanks

and their participants.

The Human Heredity and Health in Africa (H3Africa) Initiative (Rotimi et al., 2014) recognises
CE as one of the fundamental elements for the successful implementation of genomic research

and biobanking (H3Africa, 2014). This is because of the ethical concerns about informed
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consent, privacy rights, and fair return of results are entangled with legal and methodological
complexities surrounding governance, funding models, commercialization potential, and
equitable benefit sharing, all of which complicate the establishment of these resources (Hoeyer,
2008; Knoppers et al., 2012). Growing evidence suggests target communities might not fully
understand scientific methods and the logic behind crucial aspects of genomics research, like
sample and data sharing. This underscores the importance of CE in building informed consent
through pre-engagement and education (Hahn et al., 2017). Tindana et al. (2017) advocate for
CE in genomics research and biobanking for several reasons: CE empowers participants
through knowledge, facilitates knowledge exchange, and fosters a collaborative learning
environment where researchers and communities learn from each other. They emphasize the
importance of researchers actively listening to and integrating community perspectives on both
the research process and the specific disecase under study. This understanding becomes
particularly crucial when considering the potential risks of genetic research, where high literacy
levels may not be a prerequisite (Nyika, 2009). In this context, effective communication is
essential, requiring information that is easily understandable to meet community expectations
and prompt necessary actions(Tindana et al., 2017). Community engagement (CE) serves as a
platform for negotiating a shared understanding that integrates biomedical explanations of

illness with traditional and culturally sensitive interpretations (Hahn et al., 2017).

In biobanking, integrating community inputs is crucial for planning and managing governance
frameworks that prioritize community interests (Laurie 2011). Genomic research, unlike other
biomedical studies, has far-reaching effects on families and communities, emphasizing the
importance of engaging ordinary community members from which participants are drawn (
Nyika, 2009; Moodley & Beyer, 2019). Ensuring community-wide awareness and consent
minimizes the risk of community displeasure stemming from discovering undisclosed research

affecting them (Nyika, 2009). Privacy and confidentiality are paramount in genomic research
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due to the potential inference of information about non-participating individuals, necessitating
engagement with stakeholders beyond researchers and participants ( Tindana et al., 2015;
Moodley & Beyer, 2019). Genetic information disclosure may unearth personal or family
secrets, impacting relationships and causing social issues, affecting both participants and non-
participants within the same group (Moodley & Beyer, 2019). Proactive efforts to minimize
stigmatization risks, integrated into project timeframes and budgets, are essential, with
community engagement emerging as a valuable method for this purpose ( Nyika, 2009;
Moodley & Beyer, 2019) Recognizing the ethical implications of genomic research and the
necessity for community involvement in biobank governance, community engagement
becomes pivotal for garnering public support and acceptability, particularly in the African

context (Moodley & Beyer, 2019).

However, the feasibility of traditional community engagement (CE) approaches in the context
of genomic research and biobanking, particularly in sub-Saharan Africa, has been questioned
(Moodley & Beyer, 2019). Some argue that while certain CE approaches may be applicable
across diverse health research types, their effectiveness can be influenced by local, social, and
cultural contexts (Adhikari et al., 2016; Pell et al., 2019). Recognizing the ethical implications
of genomic research and the imperative to build public trust and garner public input, there is a
call for innovative approaches to engage populations (Chalmers et al., 2014; McWhirter et al.,
2014). Commonly employed methods like surveys and focus groups, aimed at facilitating open
dialogue between researchers and communities, come with inherent limitations, particularly in
addressing complex issues ( Godard et al., 2004; Avard & Knoppers, 2009; Gottweis et al.,
2011; Chalmers et al., 2013). Criticisms have been raised, highlighting deficiencies in the
consultative process, such as restricted discussion topics and a focus on project support rather
than meaningful consultation for improvement (Wallace, 2005; Petersen, 2007; Hoeyer, 2008;

Kim et al., 2009b;). This underscores the urgent need for practical tools that can effectively
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facilitate community engagement in the context of genomic research and biobanking (Rowe

and Fewer 2000; Gauvin et al. 2010).

Community Advisory Boards (CABs) have historically played a role in bridging the gap
between research teams and communities, addressing ethical challenges, and contextualizing
risks and benefits(Cox et al., 1998; Strauss et al., 2001; Quinn, 2004). However, in the context
of genomic research and biobanking, their limitations, including potential lack of broader
community representation, have become evident (MacQueen et al., 2015; Moodley & Beyer,
2019). While CABs contribute valuable insights, there is a growing demand for more robust
community involvement beyond advisory boards, as these are often perceived as tokenistic and
ancillary to research (MacQueen & Auerbach, 2018). Resources allocated to CE and CABs are
frequently limited and susceptible to budget cuts, emphasizing the need for exploring
alternative approaches that ensure transparency and genuine representation (Moodley & Beyer,
2019). Considering the complex implications of CE, trust issues, and the evolving concerns
with CAB limitations, my research aims to explore alternative models, recognizing the
importance of introducing diverse community opinions and concerns. To complement existing
methods and broaden community input, traditional assemblies, qualitative research, and
deliberative processes are gaining traction (Lemke et al., 2012; Vreeman et al., 2012;
Woodsong et al., 2006; Tindana et al., 2014). There is a growing call for innovative CE
approaches, especially for complex topics like genomic research and biobanks (Tindana et al.,
2017). However, for these approaches to be effective, they must foster significant dialogue and
generate public trust. Deliberative engagement has gained recognition globally as one such

strategy.
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2.4  Deliberative engagement as a model for community engagement in genomics
research and biobanking

Deliberative engagement in the context of health research describes a method for involving
communities in navigating the complex ethical landscape of new technologies, stemming from
the political concept of deliberative democracy (McWhirter et al., 2014). While some scholars
in the health field use '"deliberative democracy" and "deliberative engagement"
interchangeably, I have chosen to employ the term "deliberative engagement" in this study for
clarity and specificity. This method goes beyond traditional focus groups by actively informing
participants and encouraging open dialogue. As they gain new knowledge and consider diverse
viewpoints, participants are empowered to revise their initial opinions, leading to a richer

understanding of complex issues (McWhirter et al., 2014).

Deliberative forums have brought informed public voices to diverse biotech issues like
biobanking, across Canada, US, and Australia (McWhirter et al., 2014). While encompassing
various methods like citizen juries, the term also signifies a more structured community
consultation process (McWhirter et al., 2014). McWhirter et al. (2014) highlight the success of
deliberative engagement events in public health, specifically citing their effectiveness in
population screening programs for cancer. Over time, the use of deliberative methods in public
participation for health care priority setting has increased. While not all studies in the initial
review employed these methods, the proportion involving at least one deliberative approach
grew steadily. By the 2000-2006 period, 37% of the studies examined included a deliberative
element (Mitton et al., 2009). This trend indicates a growing recognition of the value of
involving the public in decision-making through structured and facilitated discussions. To
date, this methodology has not been employed extensively, and Africa has been slow in

catching up with the use of deliberative engagement (Thaldar et al., 2022).
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2.4.1 Key elements, philosophical and politico-ethical justification for using deliberative
engagement based on the concept of deliberative democracy

While the boundaries and precise definition of DD remain debated, a core principle shared
across its various theoretical strands is the critical role of informed and deliberative public input
in democratic governance (Bohman & Rehg, 1997). Some DD theorists, like Gutmann and
Thompson (1997), champion an ideal of "reciprocal reasoning," where citizens and officials
must justify collective decisions as acceptable to all those impacted. In essence, DD posits a
high expectation for citizens' ability to deliberate, reason together, and reach at least some level
of agreement on the common good (Kim et al., 2009b). One of the key characteristics of DD
is that it is a process that combines technical expertise, rational decision making, public values
and preferences in decision making (Renn, 1998). In other contexts, such as in designing
environmental policies, efforts have been made to utilize DD towards the enhancement of
competence in the decision-making process, and for assigning a fair share of responsibility in
managing environmental activities to those who are or will be affected by the potential
consequences. Although technical know-how is acknowledged to be necessary, it is inadequate
for making practical decisions in some contexts. Some scholars are of the view that, in the
absence of public values and preferences, such decisions are not legitimate (Carcasson &

Sprain, 2010; O'Doherty et al., 2012; Moodley & Beyer, 2019; Koskimaa et al., 2020;).

Considering that society is plural with varying value systems and worldviews, questions have
been asked pertaining to who can legitimately assert the right to decide on the values or
preferences that must guide communal or shared decision making, especially when the well-
being and lives of humans are at stake? More specifically, questions have been asked pertaining
to how society must address important but unresolved ethical issues in research with human
participants—issues without clear guidance in the current regulations (Kim et al., 2009b). A

genuine concern is whether it should continue to be the usual approach, in which stakeholder
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groups lobby those with the power to make or implement policy, or the opinions of ordinary

citizens that demonstrate a shared common good, towards informing policy (Kim et al., 2009b).

The term deliberation emphasizes the manner and steps involved in reaching a decision,
independent of who participates in the process (Stern & Fineberg, 1996; Rossi, 1997). Hence,
the basis for a discussion to be labelled ‘deliberative’ is for reciprocal dialogue of arguments
as well as reflections and not decision making based on the status of the participants.
Additionally, deliberative processes must be guided by the recognized rules of a coherent
debate. Participants must engage in a collaborative process to reach a decision. This requires
them to agree on a specific decision-making process, such as voting, sorting viewpoints,
consensual decision making, or involving a mediator. Importantly, arguments must be
grounded in factual evidence and relevant knowledge, ensuring all perspectives are
represented. Transparency is crucial, with participants disclosing their values and using logical
reasoning when interpreting evidence. Finally, a structured format should be employed to
process information, promoting clarity and fairness. By adhering to these principles,
participants can engage in a meaningful and productive dialogue that leads to a well-informed
decision. This has however been critiqued to be far from the reality. The concept of deliberation
transcends closed circles like elite conferences to encompass public forums. This inclusivity
requires actively involving communities whose values and interests are impacted by policy
decisions. They must be equipped to effectively articulate their concerns and participate in the
exchange of arguments. How these voices ultimately translate into policy remains a complex
issue in policy development (Kingdon, 2002), and the weight given to public opinion varies
depending on the context and subject matter (Kim et al., 2009b). However, the fundamental
principle is that public opinion is not merely a metric to be measured and influenced, but a
valuable source of guidance for shaping policy. Critics might argue that public surveys on

complex ethical issues capture uninformed opinions unworthy of trust, citing the public's lack
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of scientific expertise (Kim et al., 2009b). However, this doesn't negate the potential of
thoughtful public input. Recognizing the crucial interplay between thoughtful deliberation and
equitable representation, some scholars propose "deliberative democracy" as a more precise
term to capture the ideal of involving all affected parties in a meaningful decision-making
process (Cohen, 1997; Rossi, 1997; Chess et al., 1998). For complex decisions affecting large
populations, deliberation balances scientific data with local knowledge and experience (Cramer
et al., 1980; Dietz, 1987). When faced with uncertain outcomes, careful deliberation is crucial
to identifying the best approach for managing decision-making uncertainties and striking fair
and efficient trade-offs between overly cautious and insufficient protective measures.
Furthermore, deliberation addresses the broader concerns of the affected groups and the public
at large. Deliberation fosters common ground on complex issues by allowing participants to
learn from each other's perspectives on both scientific and non-scientific knowledge (Webler
et al., 1995; Pidgeon, 1997). It can also lead to a common understanding of each party’s stance
and perceptions and therefore support a renewal of each actor’s opinions (Warren, 1993; Tuler,
1996). Deliberation unlocks creative problem-solving, offering new solutions and win-win
outcomes. It broadens society's awareness of options, interpretations, and potential actions
related to the issue at hand (Wynne, 1992; De-Marchi and Ravetz, 1999). This process can
foster understanding, reduce conflict, explore new perspectives, inform policymakers, and pave
the way for fair and optimal solutions, even compromises or tolerated consensus (Fiorino,
1990). Deliberations can be organized in several forms. A diverse toolbox exists for
implementing deliberative democracy in policymaking, ranging from traditional methods like
advisory committees and public forums to innovative approaches like participatory budgeting
and online crowdsourcing (Bacow & Wheeler, 1984; Bua et al., 2018). Notable examples

include structured models like Deliberative Polling, Citizens' Juries, and 21st Century Town
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Meetings, which facilitate informed public engagement on specific issues (Fishkin, 1997;

Crosby et al., 2005; Lukensmeyer et al., 2005).

Government agencies can drive DD through direct engagement, as seen in Western Australia's
40 deliberative sessions with the public between 2001 and 2005 (Gregory et al., 2008).
Conversely, some approaches simply gather citizen views through polls or consultations,
informing policy discussions without necessarily requiring consensus (Chambers, 2003). This
push for DD has even led to legal frameworks like Italy's Tuscany Law (2007), Scotland's

Community Empowerment Act (2015), and the UK's Sustainable Communities Act (2007).

There are however factors (design and context factors) associated with the functioning of these
deliberative processes especially related to their institutionalization (Font et al. 2014: p.6-8).
The design factors for example are related to how a specific participatory deliberative process
should be designed such as who should participate, and how participation should be organized.
The contextual factors have to do with institutions and structures (Bua et al., 2018). These

factors could result in various constraints depending on the level of resolvability.

In the past (Jonsen, 1998) and even in recent times(Yakubu et al., 2018), the common approach
to addressing ethical issues has been to turn to experts. Despite their influence on human subject
research regulations (Yakubu et al., 2018), expert panels face several limitations. Appointed
through political processes, they often lack the diversity and representativeness necessary for
robust bioethical decision-making. Additionally, their specialist viewpoints can overshadow
the moral intuitions of ordinary citizens. Furthermore, the risk of bias and special interest
representation is heightened by the absence of reliable data on public opinions and the

exclusion of key stakeholders from the deliberation process.

Scully, Banks, & Shakespeare (2006) examined the moral arguments used by lay people

deliberating on the ethically complex question of “social sex selection” (i.e., parents using
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preimplantation genetic diagnosis to fulfil their wish for a boy or girl child). The study revealed
that ordinary citizens possess the capacity to articulate core moral values, challenge them, if
necessary, acknowledge the complexities of conflicting ethical considerations, and defend their

positions with rational arguments.

To comply with regulations on emergency research without consent, research ethics is
increasingly incorporating DD methods. Surveys, interviews, and public meetings have been
used to assess "community consultation" requirements, revealing variations in public
acceptance of emergency research across different communities and consultation methods
(Baren & Biros, 2007; Contant et al., 2006). Two deliberative studies on medical records
research, one in the VA and one in British Columbia, have yielded contrasting results. While
Damschroder et al. (2007) found no significant attitude shifts due to their non-facilitated
deliberations, they identified a strong link between trust and veterans' preferences for consent
in medical records research. In contrast, Secko et al. (2009) observed significant attitude
changes, with respondents becoming less supportive of mandatory re-contact and less certain

about subject withdrawal rights after deliberation.

Thus, in the context of genomic research and biobanking, deliberation has been highly
recommended as an approach for CE to include public inputs in decisions regarding complex
ethical issues while being used to engage relevant communities at the various levels of CE.
Despite strong theoretical and case-study support, empirical research on public deliberation
remains limited, and the little research that has been conducted is in the context of high-income

countries.

2.4.2 Procedural factors affecting deliberative engagement
The deliberative process fosters an environment where participants actively learn and engage

with new information, typically presented through written materials or expert presentations. It
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emphasizes balance, ensuring all perspectives on an issue receive due consideration. The
process encourages participants to become social decision-makers, considering and
incorporating diverse viewpoints while still expressing their own individual values and
perspectives (as illustrated in Figure 1). This approach is supported by several studies

(Burkhalter et al., 2002; delli Carpini et al., 2004; Jacobs et al., 2009).
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Figure 1:Deliberation Engagement: process and core elements (Carman et al., 2015).

Fishkin (2009, p 33-43) has identified five requirements to ensure a robust and inclusive

deliberative process These are presented in Table 1.
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Table 1: Five requirements for a high-standard deliberative process

CONDITION

DEFINITION

Information

“The extent to which participants are given access to
reasonably accurate information that they believe to be

relevant to the issue.”

Substantive balance

“The extent to which arguments offered by one side or
from one perspective are answered by considerations

offered by those who hold other perspectives.”

Diversity “The extent to which the major positions in the public are
represented by participants in the discussion”
Conscientiousness “The extent to which participants sincerely weigh the

merits of the arguments.”

Equal consideration

“The extent to which arguments offered by all
participants are considered on the merits regardless of

which participants offer them."

Similarly, when organizing a deliberative process, it is crucial to consider various design

elements. These elements encompass the choice and identities of participants and facilitators,

transparency, the format, duration, and the governing principles of deliberation. In selecting

participants for deliberations, one must consider the inclusion of hard to reach or

underrepresented views. The choice of the number of participants should be guided by the

objectives and principles of the deliberative process. While some recommend ten to fifteen

participants as an effective size (Moynihan et al., 2008), there is no universally ideal group
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size. Balancing the trade-offs between quality and practicality also becomes necessary
(Rothwell, 2013). Larger groups that encompass all pertinent perspectives and engage in more
extended deliberations may be preferable in cases involving contentious health technologies,
especially when significant ethical concerns are raised regarding the technology. Deliberative
processes can take various forms, including virtual settings (as seen in Brazil, Scotland,
England, and the Netherlands)(Oortwijn et al., 2022) and most recently in South Africa(Thaldar
et al., 2022), in-person meetings, or a combination of both. Participants may engage in
discussions during a single session, across multiple sessions, simultaneously, or at different
times (Mendonga et al., 2022). The benefit of face-to-face deliberation lies in its potential to
enhance communication among participants, but this must be weighed against the risk of
dominant participants exerting undue influence, which could impair group decision-making
(Mendonga et al., 2022). Various techniques, such as nominal group methods, consensus-
building approaches, and expert elicitation techniques, can be employed to mitigate these
challenges. It is also important to determine the requisite level of deliberative rigour and to
assess what is feasible within the constraints of available resources (Mendonga et al., 2022).
Formulating the rules for deliberation necessitates careful consideration of the process's
objectives, the participants involved, and the way they will engage. These rules encompass
guidelines governing how participants interact, share their perspectives, the timeframe within
which these interactions occur, and regulations regarding the specific information or topics
open for discussion. As previously reported, the rules governing deliberation have a more
significant impact on the outcomes of deliberation compared to the identities of the participants
or the information considered (Janis, 1982). In cases where multiple deliberative forums exist
and consistency in approaches is deemed necessary, the rules of deliberation assume

heightened significance.
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For deliberative processes designed to yield an opinion, such as providing advice or
recommendations, the rules play a critical role in determining the procedure that leads to the
conclusion of deliberation (Oortwijn et al., 2022). When it comes to choosing which drugs to
cover, various governing bodies around the world utilize different mechanisms. In the
Netherlands, for example, consensus-building prevails, while France and Scotland rely on
majority voting. Meanwhile, countries like Australia, Brazil, and England combine elements
of both approaches. Deliberative processes aimed at forming an opinion may also need to
address how to manage disagreements, which could involve establishing rules for voting
(Oortwijn et al., 2022). In contrast, processes centred around gaining insight into divergent
viewpoints, setting expectations, constructing narratives, and empowering patients and
communities will prioritize participatory dialogue approaches (Oortwijn et al., 2022). Towards
further supporting the deliberative process to enhance effectiveness and empower participants,
it is important to (i) structure interactions to cultivate participants' sense of meaningful
engagement (Gibson et al., 2005), (i1) proficiently convey information to enhance the
deliberation pr