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ABSTRACT
Objective  To develop and refine a programme theory 
that explains factors that influence decisions to take 
part in health research by people of diverse ethnic and 
cultural backgrounds.
Design  Realist review following a sequence of five steps: 
(a) scoping search and identification of programme theory; 
(b) evidence searching; (c) critical appraisal and data 
extraction; (d) organisation of evidence and (e) refinement 
of programme theory.
Eligibility criteria  Documents (including peer-
reviewed articles, grey literature, websites, reports 
and conference papers) either full text, or a section of 
relevance to the overarching research question were 
included.
Data sources  EMBASE, Medline, Web of Science, 
Psych Info, Google and Google Scholar were searched 
iteratively between May and August 2020. Search 
strategy was refined for each database providing a 
broad enough review for building of programme theory.
Analysis  Data from eligible documents was extracted 
to build understanding of the factors that influence 
decision-making. Data were mapped to create a 
data matrix according to context (C), mechanism (M), 
outcome (O), configurations (C) (CMOCs) for the process 
of informed consent, to aid interpretation and produce 
final programme theory.
Results  566 documents were screened and 71 
included. Final programme theory was underpinned 
by CMOCs on processes influencing decisions to take 
part in research. Key findings indicate the type of 
infrastructure required, for example, resources, services 
and policies, to support inclusion in health research, 
with a greater need to increase the social presence 
of researchers within communities, improve cultural 
competency of individuals and organisations, reduce 
the complexity of participant information, and provide 
additional resources to support adaptive processes and 
shared decision making.
Conclusion  The review indicates the need for a more 
inclusive research infrastructure that facilitates diverse 
participation in health research through incorporating 
adaptive processes that support shared decision making 
within the informed consent process and in the conduct 
of research projects.

INTRODUCTION
People who have poorer health outcomes, 
and have greater needs are currently under-
served by the way in which health research is 
accessed and delivered.1 Lack of diversity of 
participants taking part in health research, 
poses a serious challenge both within the 
UK and globally, around how to address and 
develop a more inclusive health research 
system so that under-served populations can 
benefit. It has been argued that the informed 
consent process may be contributing to 
inequalities in health research through a lack 
of flexibility in the process.2–10 The informed 
consent process in health research aims to 
provide patients and the public with the 
information they require to make a volun-
tary decision about participation in health 
research. In May 2019, the International 

STRENGTHS AND LIMITATIONS OF THIS STUDY
	⇒ Using realist methods to explore the contexts and 
mechanisms of the complexities affecting the in-
formed consent process in health research, for 
people of diverse ethnic and cultural populations, 
allowed new insight to emerge.

	⇒ There is a paucity of evidence around the informed 
consent process in health research with people of 
diverse ethnic and cultural backgrounds, limiting the 
evidence from which to extract data from.

	⇒ Relevance and rigour were increased through the 
involvement of National Institute for Health Research 
(Public) Research Champions, healthcare profes-
sionals and clinical academics in refining the pro-
gramme theory.

	⇒ Owing to the COVID-19 pandemic, stakeholder 
involvement in the programme was conducted re-
motely, enabling access from a wider geographical 
spread of stakeholders.

	⇒ Whilst the review was undertaken in the context of 
the UK health care system, the programme theory is 
likely to have wider applicability.
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Council for Harmonisation11 drafted the General Consider-
ations for Clinical Studies E8 (R1) suggesting that a ‘one size 
fits all approach’ to studies should be avoided. Hence, it is 
important to unravel the factors that may affect the deci-
sion to take part in health research by these populations, 
to develop a system that is more inclusive.

Evidence suggests that the informed consent process, 
including the language used within it, creates a serious 
barrier to access and participation.8 12–17 Several system-
atic reviews highlight common barriers to the informed 
consent process and indicate the need for further 
research to determine how information is delivered and 
what information people need, to make an informed deci-
sion about participation in health research.18–20 There is 
less focus in the literature around what works, to inform 
research design and delivery. It is a critical issue that 
requires considerable improvement to develop a more 
inclusive health research system.

Conducting a realist review of the informed consent 
process in health research with under-served populations, 
is a well-suited method for exploring such a complex 
intervention21 to explain how the informed consent 
process may work for whom, how and under what circum-
stances. The overarching research question for this review 
is: What contextual factors influence the decision to take 
part in health research in under-served populations?

The term under-served is preferred when referring to 
groups or communities who are under-represented in 
health research, for example, marginalised groups, and 
is also used to describe geographical locations such as 
rural or low-income countries, although a single defi-
nition is not found within the literature.1 There are a 
number of intersecting factors that contribute to groups 
being under-served; such as demographic, socioeco-
nomic, health status and disease-specific status, leading to 
disadvantage and discrimination.1 However, being under-
served is also likely to be context-specific, with key char-
acteristics related to trial design influencing the ability to 
participate.1 For example, the informed consent process 
is recognised as a specific barrier to inclusion in health 
research by under-served populations.1

Objectives were as follows:
1.	 To undertake a realist review to identify the contexts 

and mechanisms that affect the informed consent pro-
cess and the decision to participate in health research 
in under-served populations.

2.	 To draw on the review’s programme theory to devel-
op guidance that addresses barriers to participating in 
health research in under-served populations.

METHODS
In this study, we undertook a realist review to produce 
a programme theory to explain the informed consent 
process, and hence provide actionable recommendations 
for policymakers and health researchers to inform the 
development of inclusive health research. The review 
process followed the steps as laid out in the protocol22 

and was conducted and reported in accordance with 
RAMESES (Realist and Meta-narrative Evidence 
Syntheses: Evolving Standards) guidance and publication 
standards, as well as providing a rationale for selecting 
this approach.23 RAMESES guidance has been produced 
to provide initial reporting standards for realist reviews 
and evaluations.23

Following a realist analytical process, context, mecha-
nism, outcome, configurations (CMOCs) were built by 
EJH. These were shared and discussed at meetings with 
the review team and stakeholders whereby feedback was 
encouraged which contributed to further refinement and 
establishing a long list of CMOCs. The CMOCs concep-
tualise key features that support explanation and under-
standing of complex programmes and create a model 
that describes how mechanisms are activated, for who 
and under what circumstances, which affects outcomes.23 
Summaries were developed after each meeting to support 
reflection and understanding with stakeholders. Diagrams 
were constructed and refined to support explanation of 
the findings.

Patient and public involvement
The National Institute for Health Research (NIHR) funds 
health and social care research in the UK and advocates 
for patient and public involvement (PPI) throughout all 
stages of research. To support PPI, the NIHR has intro-
duced the role of NIHR (Public) Research Champions 
who are patients or members of the public, and volunteer 
to raise awareness of health and social care research as well 
as help researchers to understand the participant expe-
rience.24 Six NIHR (Public) Research Champions were 
involved in this review, helping to clarify the scope of the 
review, contributing to the development of programme 
theory and developing recommendations. Three of the 
NIHR (Public) Research Champions were from popula-
tions of diverse ethnic and cultural backgrounds.24 Their 
involvement is discussed in more detail (step 1).

Development of an initial programme theory (step 1)
In order to develop an initial programme theory, a 
scoping search (see online supplemental file 1—Scoping 
searches) was carried out based on search terms centred 
on the intervention under study (informed consent) with 
under-served populations in health research, to explore 
key literature in this field. This allowed us to explore the 
available literature and to create some initial boundaries.25 
Theoretical concepts and evidence that would contribute 
to explaining different outcomes; for example, positive 
(understood study information) or negative experiences 
(excluded from taking part). A theoretical concept map 
was created (figure  1) identifying higher-level, abstract 
theories which provided a basis to discuss some of the 
larger complexities of informed consent with the stake-
holder group in combination with the empirical evidence 
from the scoping search, as a way of supporting, contra-
dicting or modifying the programme theory and to refine 
the purpose of the review.25
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The initial scoping search resulted in 16 documents 
selected based on relevance to the overarching research 
question.4 26–37 These were examined, with codes applied 
to label CMOCs, concepts and theories, which were helpful 
in building the initial programme theory. These CMOCs 
were then collated, a long list of CMOCs drawn-up and 
then developed into a diagram, to create a visualisation 

of the initial programme theory (figure 2). This enabled 
identification of key theories for further exploration.

Stakeholder involvement
Stakeholders included NIHR (Public) Research Cham-
pions, health professionals (research nurses, a dietician, 
physiotherapists and a general practitioner) and clinical 

Figure 1  Theory map—factors influencing decisions about whether to participate in health research with under-served 
populations—identified from scoping search.

Figure 2  Theoretical concepts compounding positively, or negatively, the intervention.
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academics who were openly invited to participate via the 
review team’s associated Medical School and NIHR Clin-
ical Research Network. A total of six meetings were held 
virtually (three with NIHR (Public) Research Champions 
and three with the mixed group of health professionals 
and clinical academics). Stakeholders were geograph-
ically widespread and thus virtual meetings enabled 
easier access than had meetings been held face to face. 
At each stakeholder meeting, background information 
was provided, including an explanation of realist meth-
odology. The facilitated discussions covered under-served 
populations; initial programme theory; analysis; results 
and recommendations; and stakeholder feedback and 
advice.

Meetings were organised to provide perspectives 
and expert opinions around issues relevant to building 
programme theory, insights into the ways in which social 
structure may influence the informed consent process, 
as well as identifying any pertinent documents of rele-
vance.21 Stakeholder input is described in the protocol.22

Evidence searching (step 2)
Literature searches were conducted iteratively and 
conducted between May and August 2020 (see online 
supplemental file 2—Searches). The initial search used 
the databases EMBASE, Medline, Web of Science and 
Psych Info, in addition to manual-searching using Google 
and Google Scholar. The search strategy was refined for 
each database, aiming to provide a broad enough review 
for further building of programme theory.

Following the initial search, 468 citations were iden-
tified following removal of duplicates, with 54 citations 

remaining following first and second level screening by 
EJH and GH-B. As synthesis progressed, key theories were 
emerging around the informed consent process with 
people of diverse ethnic and cultural backgrounds, with 
most of literature from the USA. Therefore, following 
discussion with stakeholders and the review team, it was 
agreed synthesis would focus on a smaller number of key 
theories with additional searches required to test and 
refine programme theory, focussing on a ‘conceptually 
rich’38 sub-group of literature to produce recommen-
dations relevant to the UK health research system. The 
reason for limiting the subsequent searches to test theo-
ries within the UK literature was because an inclusion 
policy is lacking, and with a free, publicly funded health-
care system, context and resources may differ in compar-
ison to other geographical locations, thus affecting 
mechanisms and outcomes. A flow diagram of the iter-
ative searching process is displayed in figure 3, based on 
RAMESES guidelines.23

A key consideration of a realist review is to reflect on 
contextual factors of the social system(s) and how this 
affects the working of the intervention.21 In developing the 
initial programme theory, we sought to view the informed 
consent process through the larger social system at micro 
(individual), meso (organisational, institutional) and 
macro (policy) levels, where interactions between individ-
uals and levels can be understood better.39 This was aimed 
at bringing about recommendations for change.20

Selection and appraisal of documents (step 3)
Broad inclusion and exclusion criteria (see online supple-
mental file 3—Inclusion/Exclusion criteria) were applied 

Figure 3  Flow diagram of searching.
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in the selection and appraisal process, each document 
was assessed for relevance and rigour by EJH and GH-B, 
independently.40 Relevance and rigour were assessed 
in parallel. Decisions were based on whether a docu-
ment was relevant to the overarching research question 
and what it contributed to the review. Rigour was deter-
mined by assessing methodological rigour and whether 
a document included important information that may 
help with interpretation, as well as providing sufficient 
detail to determine trustworthiness.23 Quality of data was 
noted in data extraction forms and considered during 
analysis and synthesis. All relevant data were used to 
build the arguments that supported the final programme 
theory, including systematic and literature reviews.25 Two 
papers included in the review are noted to be included 
in a systematic review, but do not impact on the review 
in terms of the importance given to CMOC develop-
ment.6 41 Documents identified as being helpful in devel-
oping, refuting and refining the programme theory were 
sought, although the number of iterations and length of 
time spent on this was limited due to the timescale of the 
review.25

EJH screened all documents identified through 
searches, by title and abstract. Second reviewer GH-B 
screened a random 10% of the documents.42 To establish 
inter-reviewer agreement, a kappa measure of k>0.8 was 
predetermined, with a resultant kappa measure of 0.90 
following second level screening by EJH and GH-B.

Data analysis and synthesis (step 4)
A combination of annotations and notes, along with 
a data extraction form was used to classify information 
from documents about potential candidate theories, 
through noting CMOC concepts.20 A data extraction 
form was adapted from Rycroft-Malone et al43 to record 
characteristics of documents and whether evidence was 
good enough and relevant to include in the synthesis. 
This included author, year, source, issues of sample size, 
data collection and data analysis, and interpretations 
made, characteristics of theoretical concepts and the 
impact these characteristics may have on the informed 
consent process (eg, characteristics of appropriateness 
of informed consent and how these characteristics may 
impact on the decision to take part in research). The data 
extraction form was tested on the first three documents 
to confirm its applicability and usefulness.

Refinement and validation of programme theory (step 5)
In step 5, both data and annotations were combined. 
Data synthesis was undertaken by EJH through mapping 
data to create a data matrix according to CMOCs which 
helped with interpretations and in developing theory.23 
Contexts were themed according to the level of the social 
system within which they related to.39 Through noting 
common features, or relationships and identifying any 
underlying concepts, recurring themes were identified 
and patterns in the evidence were tested.

Recurring contexts and outcomes were explained 
through mechanisms. For example, within the included 
texts, the design of some research studies were reported 
as resulting in exclusion of people of diverse ethnic and 
cultural backgrounds, leading to mistrust, feelings of 
being exploited and a belief that academic communi-
ties are not committed to understanding the needs and 
experiences of people from diverse ethnic and cultural 
communities.5 37 44–46 During data synthesis the aim was to 
provide an explanation of these contexts and outcomes 
through the identification of mechanisms. Further studies 
were sought to test the various elements of programme 
theory. Synthesis results were shared and discussed at 
stakeholders’ meetings, to ensure validity and consistency 
of the interpretations made. The extraction of data, anal-
ysis and synthesis process was iterative with documents 
repeatedly read at various points throughout the process.

An overview of theories is described in the Results 
section, through a narrative of how the informed consent 
process works, for whom, how and under what circum-
stances based on the evidence in this review. References 
are made to CMOCs, including some quotations to draw 
out key aspects of CMOCs.

Development of recommendations (step 6)
Recommendations were developed with stakeholders 
through presenting the findings and a narrative of the 
programme theory through a virtual meeting. EJH led 
the remote discussion leading to agreement on a set of 
practical recommendations aimed at government agen-
cies, Research Ethics Committees, researchers and health 
professionals. Input from stakeholders was intended to 
ensure their practicality.

RESULTS
Document characteristics
In total, 71 documents published between 2005 and 2020 
were included from 19 countries with the majority from 
the USA (37%), UK (24%) and Africa (13%). The date 
range of the sources was from 2004 to 2020. The source 
type was mixed including discussion papers and opinion 
pieces (17, 24%), qualitative research (27, 38%), litera-
ture reviews (4, 6%), mixed methods research (2, 3%), 
systematic reviews (5, 8%), quantitative research (9, 13%), 
guidelines (2, 3%), case study (1, 1%), book chapter (1, 
1%), audit (1, 1%), report (1, 1%) and a working paper 
(1, 1%).

Context, mechanism, outcome, configurations
The key themes that emerged related to inter-relationships; 
organisational and individual cultural competency and 
adaptive processes. Patterns in mechanisms were identi-
fied as can be seen on the long list of 29 CMOCs used 
to develop programme theory (see online supplemental 
file 4—CMOC long list). These are discussed below 
making reference to the associated, numbered CMOCs 
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and selected quotations from documents which help to 
explain the theories.

Inter-relationships
Developing trusting relationships between researchers 
and under-served communities is important. Key family 
members, community or faith leaders and local health-
care staff may influence a potential participant’s decision 
to take part (CMOC 3, CMOC 5, CMOC 11).3 47 48 The 
approach to identifying key individuals must be done 
sensitively with clear information provided about what 
participation involves (CMOC 1, CMOC 7, CMOC 9, 
CMOC 18, CMOC 26).3 6 17–49 This can lead to increased 
autonomy, trust and a positive view towards health 
research with the key individuals becoming a trusted point 
of information, thus helping to improve knowledge about 
health research, increasing the awareness and confidence 
of communities to participate in research.3

… research assistants attempted to immerse them-
selves in the activities of the diabetes clinic …6 (P.7) 
(CMOC 1)

Researcher-matching may help (CMOC 1, CMOC 4) as 
it provides some choice for the potential participant as to 
whom they work with7 50 and can enable more effective 
and positive experiences. This has been used in trials on 
diabetes, mental health and cardiovascular disease with 
participants of South Asian heritage and Black British, 
African and African-Caribbean heritage.51 52 There does 
not appear to be one definition of researcher-matching; 
examples include: an interviewer speaking the same 
language as the participant conducts interviews; a health 
professional who speaks the same language as participant 
conducts intervention; an interpreter is present to support 
delivery of the intervention; trained multi-lingual facilita-
tors; ethnically matched outreach team delivers the inter-
vention; research assistants who speak the same language; 
and culturally adapted interventions.2 9 17 37 47 52–58 The 
cost implications of this approach were rarely reported, 
with only one study discussing the impact and challenges 
of training facilitators and the complexities of translating 
material.9 The perceptions of having interviews or focus 
groups conducted by someone of the same ethnicity is 
under-explored and viewed by some researchers as not as 
essential as language, gender, technical and interpersonal 
skills which may be more important.9 There was some 
suggestion that researcher-matching should be used with 
caution as there is a risk that this may lead to researchers 
lacking cultural competence.59 There is also a risk when 
using interpreters who have been trained to facilitate 
qualitative interviews that the richness of data could be 
compromised.60

Family relationships may trigger a positive or negative 
experience of the decision-making process (CMOC 5, 
CMOC 11).2–4 61 Identification of key family/community 
members involved in decision-making process can deter-
mine whether someone takes part and conversely can 

improve the choice through improved understanding 
(CMOC 5).2 3 59 61

Organisational and individual cultural competency
There is considerable evidence to support the importance 
of delivering services with cultural competence (CMOC 
2, CMOC 9).3 5 Cultural competence is defined as the way 
in which behaviours, attitudes and policies of a system, 
or among individuals, such as healthcare professionals, 
enables a service to operate effectively among diverse 
cultural situations.62 Developing cultural competency and 
leadership helps to develop a capable, skilled research 
workforce (CMOC 1)3 5 7 10 protecting the autonomy of 
potential participants, encouraging reflection on the 
individual’s life situation and developing awareness of 
different cultures.5

Contextual factors such as the life situation of some 
populations (eg, migrant communities) can influence the 
decision-making process in health research due to

… fear of identification and reporting to authorities.5 
(P.13) (CMOC 11)

While cultural competence is evidenced to improve the 
responsiveness and appropriateness in the way in which 
health research is delivered, as well as reducing health 
disparities, it requires further exploration that goes 
beyond the scope of this review.3 5 7 10 17 There is some 
evidence to suggest that cultural competency conflates 
language, geographical origin, ethnicity and race, poten-
tially diluting the identity of individuals and communi-
ties.63 The term has caused considerable debate since 
the introduction of the concept in the 1980s62 with some 
asserting that it is not possible to be competent in other 
individuals’ cultures.58 64 However, cultural competence 
has been considered vital for engaging with diverse ethnic 
and cultural communities to ensure accurate information 
is shared appropriately to instil confidence in the safety 
and efficacy of COVID-19 vaccines.65 Cultural compe-
tency when positioned within a human rights framework 
is viewed positively as a way of operationalising respect, 
providing a service that is culturally appropriate.63 66

Adaptive processes
Providing small bitesize participant information about 
an available health research study, in local languages, 
with local cultural context supports understanding.5 17 67 
In addition to this, coproduction and more community-
based participatory approaches may encourage wider 
participation, offering a way to empower individuals and 
communities who are under-served in health research.68 
It has been demonstrated that engagement with people 
of African-Caribbean heritage in the development of 
a culturally adapted family intervention for people 
with schizophrenia can be achieved by taking a two-
way approach, whereby researchers become integrated 
within communities and individuals from communities 
are able to access training and support around health 
research to increase capability as part of a community 
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based participatory research approach, this has been 
demonstrated.69

Taking these approaches improves accountability and 
makes provided information more relevant.

… members of target populations should be involved 
in the overall design of research ….41 (P.5) (CMOC 
9, CMOC 14)

In addition, it may be helpful to offer a range of 
materials (eg, written, oral, audio and multi-media) 
to ensure concepts are understood (CMOC 2, CMOC 
12).3 28 Providing study information in various formats can 
promote feelings of independence, leading to consent 
being given freely, serving more respect for cultural 
differences (CMOC 2, CMOC 14).6 7 70

… this way you won’t need to depend on your chil-
dren anymore.6 (P6) (CMOC 3)

Some groups lack an agreed written form of their 
main language, and alternative formats are useful in this 
respect (CMOC 2, CMOC 12).6 7

This creates trust and ensures dignity.3 5 6 10 17 51

Institutional barriers
When the needs (eg, cultural, linguistic or historical) of 
people from diverse ethnic and cultural backgrounds 
are misrepresented or ignored3 5 71 (CMOC 6, CMOC 8, 
CMOC 13) this results in: discriminatory outcomes (eg, 
exclusion due to eligibility criteria) and enforces inap-
propriate ethical, legislative, scientific guidelines and 
recruitment processes (CMOC 5, CMOC 13).3 5 8 It has 
been recognised that individuals from diverse ethnic and 
cultural backgrounds are under-represented in commis-
sioning and making funding decisions about health 
research, and on editorial boards of journals (CMOC 
13).9

Study designs can restrict access to health research 
through creating eligibility criteria that excludes popula-
tions from taking part, usually due to a language barrier.3

… many studies require participants to have the abil-
ity to understand and speak English which excludes 
older people from ethnic minority communities 
and/or migrants.3 (P.6) (CMOC 5, CMOC 9, CMOC 
12, CMOC 13)3 71 72

This results in under-representation and may be 
perceived as institutional racism (CMOC 5, CMOC 9, 
CMOC 12, CMOC 13).2 8 57 72

… dearth of research with ethnic minority communi-
ties in the UK is a reflection of the lack of influential 
policy ….3 (P.9) (CMOC 6, CMOC 13).

Evidence from the USA suggests that institutional 
racism is not easily defined and encompasses not only 
individual prejudices, but prejudices deeply embedded 
within the law, practice, economy, culture and society 
which result in unequal access to healthcare, including 
health research.73 The role of institutional racism in 

health research may be fuelled by the costs for transla-
tion and additional culturally sensitive resources affecting 
the chances of receiving funding for grant applications.52 
However, there is little evidence available on the extent 
to which institutional racism occurs in health research. A 
systematic review found that it is a concept that is rarely 
explicitly named in abstracts and titles and rarely engaged 
with; lack of acknowledgement of its existence could be 
holding back discovery within this field.63–74

Programme theory
A resultant programme theory was produced following 
the five steps shown in figure 4. The programme theory 
informed discussions with stakeholders to develop recom-
mendations and actions (table 1) for individuals, organ-
isations, institutions and policymakers to improve the 
informed consent process.

DISCUSSION
Statement of principal findings
This realist review of 71 sources summarises and expands 
on the existing evidence around decision-making and 
participation in health research through focussing on the 
context and mechanisms surrounding decision-making 
and understanding. The evidence base on participation 
in health research has tended to focus on the psychoso-
cial drivers of participation, but use of a realist approach 
enabled greater consideration of contextual factors that 
influence whether participation occurs.

Through deeper exploration using iterative literature 
searching, data emerged that indicated the use of complex 
study documentation for example, patient information 
leaflets, communication barriers, lack of social presence 
in the community by researchers and a lack of diversity 
among researchers as key realist mechanisms which led 
to an explanation of the interaction with context to influ-
ence outcomes.2 8 54 71 While the review team itself was not 
ethnically diverse, the stakeholder group were ethnically, 
professionally and organisationally diverse. EJH is part 
of an Equality, Diversity, Inclusion working group which 
supported engagement with patient and public stake-
holders from diverse cultural and ethnic backgrounds.

At the individual level (micro) level, empowerment 
through access to resources, such as culturally adapted 
information, and the opportunity to be involved in the 
design of health research form a significant aspect of the 
programme theory. At the interpersonal and institutional 
(meso) levels, enabling shared decision making can result 
in positive outcomes through approaches such as copro-
duction; building community relationships and provision 
of researcher-matching and/or culturally competent 
researchers provides assurance and increases trust.

The differences and similarities between the use of the 
term shared decision making in clinical care and within 
a health research context would benefit from additional 
exploration of the literature. The term shared decision 
making is defined by the UK’s National Institute for 
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Health and Care Excellence shared decision making 
collaborative as:

a process in which clinicians and patients work to-
gether to select tests, treatments, management or 
support packages, based on clinical evidence and the 
patient’s informed preferences. It involves the pro-
vision of evidence-based information about options, 
outcomes and uncertainties, together with decision 

support counselling and a system for recording and 
implementing patients’ informed preferences.75 76

It is of key importance in protecting patient/partici-
pant autonomy and voluntariness.77 78

In the context of this review, shared decision making 
is part of the informed consent process and requires 
establishing understanding by the potential participant, 
discussion of the risks and benefits, as well as clarifying 

Figure 4  Final programme theory.

Table 1  Recommendations

Recommendation Action required

1. Policymakers, organisations, institutions and individuals need to 
take responsibility and address institutional racism, identifying and 
tackling issues that contribute to this (eg, lack of culturally adapted 
information, practices that may be contributing to institutional racism)

This requires:
	► Leadership
	► Identification of best practice
	► Open discussion of culturally sensitive research ethics throughout 
the social system (eg, values, beliefs and practices)

Organisations and institutions should inform and educate their staff 
about institutional racism, what it is and how to address it.

2. Build relationships with communities from diverse cultural and 
ethnic backgrounds to provide opportunities for patient and public 
involvement (PPI) and empower individuals so that study designs 
become more relevant and culturally appropriate

Employ more staff from diverse ethnic and cultural backgrounds in 
academic institutions and health research organisations.
Ethics committees should seek community members from diverse 
ethnic and cultural backgrounds.
Provide cultural competency training for all involved in health research.
Identify local champions and/or leads to raise awareness of cultural 
competency in health research.

3. Develop tailored informed consent in health research that offers 
choices (eg, written, audio, multi-media), which may require additional 
resources

Ensure greater patient and public involvement (PPI) by people of 
diverse ethnic and cultural backgrounds in study designs.

4. Organisations and institutions need to develop cultural competence 
within them, increasing capability, knowledge and awareness of other 
cultures

This requires cultural competence training that covers capability, 
knowledge and awareness in relation to research participation.
All who are involved in health research should undertake cultural 
competency training.
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the consequences of different options available.78 Shared 
decision making is also a vital element of coproduction, 
or the involvement of patients and the public in shaping 
research projects.79 In some instances, shared decision 
making can result in negative, or positive outcomes; 
for example, the hierarchies within some families may 
control decision-making through preventing or granting 
permission for family members to take part in health 
research.6 9 More positive, shared decision making 
occurs when researchers spend time with communities, 
providing opportunities for informal discussions about 
research, building trust while developing cultural sensi-
tivity to the ‘norms and values’ of particular groups.26

Resources at the macro level are lacking, such as the 
lack of flexibility in approaches to the informed consent 
process, leading to negative outcomes with needs not 
being met and exclusion from health research, which 
may be perceived as institutional racism.46 52 57 74

The data synthesis together with the stakeholder group 
meetings framed an overall programme theory in realist 
terms as:

If organisations, institutions and individuals work to-
gether with diverse ethnic and cultural communities 
and become culturally competent, provide adaptive 
processes and empower community members to be-
come involved, then this will develop and result in 
trust, better engagement, shared decision making 
and improved understanding.

The programme theory from this realist review is likely 
to have wider applicability despite being carried out in 
the context of the UK healthcare system. The informed 
consent process is a universal cornerstone to ethical 
practice in health research although may vary in the way 
in which it is carried out. However, rigid study designs 
and delivery may be contributing to the global issue of 
under-representation of under-served populations in 
health research.18 50 While the critical issues described in 
this review are likely to be suitable for consideration by 
health research systems outside of the UK, it is recognised 
that resources and context differ across research systems, 
which may limit the transferability, particularly in low-
income countries. The recommendations in this realist 
review requires evaluation in different settings to under-
stand their wider applicability and transferability.

Strengths and weaknesses in relation to other studies
Using a realist approach enabled a wider overview of more 
hidden factors that affect the decision-making process in 
health research, regarding the informed consent process 
with people of diverse ethnic and cultural backgrounds. 
The realist review has drawn from both peer-reviewed 
literature (66, 93%) and grey literature (5, 7%) as well 
as bringing in expertise from the stakeholder group. The 
lack of literature available on health research in general 
with people of diverse ethnic and cultural backgrounds is 
a weakness as more specific evidence about what works, 
for whom and under what circumstances is urgently 

needed in order to help researchers design studies that 
are more inclusive and inform service development.3 5 It is 
acknowledged that not all sources may have been discov-
ered throughout this realist review process, in addition to 
not including the expertise of policymakers due to restric-
tions on time.

The review was conducted in accordance with RAMESES 
quality and publication standards to ensure transparency 
and is viewed as a strength.19 43

The involvement of NIHR (Public) Research Cham-
pions, healthcare professionals, clinical academics and 
PPI lead in refining the programme theory was felt to 
enhance the review’s relevance. Having a second reviewer 
can increase the number of relevant studies included in a 
review and therefore this was considered a strength.5

Suggestions for further research
From the review, cultural competence emerged as a 
recurring mechanism within the literature with further 
gaps in the evidence around: the way in which studies 
are designed and delivered and how people from under-
served populations are involved in this aspect of the 
research process; institutional racism and its impact on 
health research; experiences of participation in health 
research with people of diverse ethnic and cultural back-
grounds; the best adaptive informed consent processes, 
particularly for people of diverse ethnic and cultural 
backgrounds. In addition to this, further research is 
required to understand more the full range of require-
ments that may be needed to develop a more inclusive 
informed consent process, alongside in-depth enquiry 
around cultural competence and researcher-matching in 
relation to outcomes about research participation.

CONCLUSION
The resultant programme theory explains how, when, 
why and for whom the processes involved in consenting 
to participate in health research does and does not work, 
and leads to suggestions for improvements to achieve 
greater inclusivity with people of diverse ethnic and 
cultural backgrounds.

Some aspects of the programme theory (eg, institu-
tional racism, cultural competency in health research, 
researcher-matching) need more research to better 
understand how they affect outcomes. A critical finding is 
that a research infrastructure that supports and mandates 
inclusion is needed, as well as additional resources to 
support adaptive processes, support shared decision 
making through involving more patients and the public in 
the design of health research studies. A greater focus on 
the evidence base developing in the field of global health 
community engagement, particularly around coproduc-
tion, may provide valuable insights into how patients and 
the public from under-served communities can become 
involved in the design of health research studies.79

Twitter Eleanor Jayne Hoverd @ejhoverd and Sophie Staniszewska @sophie_stan2
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