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Abstract

Background

Nationally and internationally, evidence indicates that the process of informed consent for
clinical research is not fulfilling the purpose for which it was intended, despite efforts by
Research Ethics Committees (REC). The reason for this is unknown. Many studies have
looked at the views of healthcare professionals on the process of informed consent for
participation in clinical research but few focus on the views and overall experiences of real-
life clinical research participants. There is a need therefore to gain more insight, particularly
from serviceusersf SHUVSHFWLYHYV

Methods & Analysis

Nineteen (19) clinical research participants were interviewed after having taken part in the
process of informed consent for participation in clinical research studies. The interviews
were conducted face-to-face individually in natural settings and were audio recorded with
informed consent. Following verbatim transcription, constructive thematic analysis was
conducted, and transcripts were coded to develop categories and themes. Themes were
applied to discover theoretical concepts.

Findings

Four themes emerged from the data, namely: Trusting Interpersonal Relationships;
Researcher Attributes; Study Information; and Personhood. The factors that influenced

S D U W L Fde@dib MAakifg concerned the involvement of a trusted clinician and the
timing of such involvement. The interpersonal attributes of the person seeking consent and
how the participants perceived the relevance of the information being shared also
influenced engagement and decision making. Other factors that encouraged research
participation related to personal interests, the desire to do good and/or the hope for a cure.
Perceived barriers to participation included intellectual limitations, lack of research
awareness, social, physical, and demographic challenges, transportation, burden of iliness,
and interference with family life.

Conclusion

The findings suggest that the decision to sign up for research was influenced by a range of
factors other than the content, size, or layout of written study information. There appears to
be a conflict between the perspectives of real-life patients and those of policy makers in
relation to the factors influencing decision making for clinical research.
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Chapter 1

Introduction & Background to Study

Introduction

The aim of this PhD research is to examine the process factors influencing informed
consent for participation in clinical research. The need for an integrative and individualised
approach to evidence generation was made apparent by the seemingly unparalleled
complexity that exists at the frontline of ethical research practice (Symonds et al, 2012;
Shannon-Dorcey & Drevdahl, 2011; Seely, 2010; Griffin et al, 2006; Green and Britten,
1998). There remains an unwelcome outcome whereby prospective clinical research
participants sign up for clinical research with little or no understanding about the studies
which they signed up for (Armstrong et al, 2012; Stryker et al, 2006). Eccles, Freemantle
and Mason (1998) noted that practice guidance, such as ethical research guidelines, are
valid only if they yield the health gains and expenses predicted for them; and that invalid
guidelines, on the other hand, can lead to ineffective interventions that waste resources, or
even do harm (Sandelowski, 2004). Such negative consequences have persisted and are
undesirable in the process of informed consent for clinical research (Harvey & Mclnnes,
2015). Hence, the need to explore the process factors that may influence the outcome of
the consent process in clinical research practice (Dickert, Eyal and Goldkind, 2017). Such
relational insight may be of great benefit in the considerations for effective strategies to
improve SURVSHFWLYH FOLQLFDO UHVHDUFK SHéMEArELSDQWV YT RYH
(Baranski et al, 2015; Staniszewska et al, 2014). It may also support researchers in the

design, ethical conduct and recruitment stages of clinical research practice.

Additionally, clinical research participants ¥overall experiences of their care are important
given that many trials often fail to recruit enough participants (Nilsen et al, 2013), an

undesirable outcome in the utilisation of scientific evidence. Research that involves the
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consumer is valuable notonly IRU LPSURYLQJ SDUWLFL 8BiQfovivef HISHULHQFH
consent process, but also for enabling SDUWLFLSDQWVYT LQYROYHPHQW LQ WKH
scientific evidence, such as: on how a meaningful informed consent process might be

achieved (Nilsen et al, 2013). This is recognised as an essential step towards reducing the
evidence-practice and policy gap that has long endured in healthcare and clinical research

(Grimshaw et al, 2012).

According to Ellis (2016 pg.5) UHVHDUFK LPSOLHV WKH 3 VWUXFWXUHG DQG
scientific method to the exploration of an issue of interest in order to either better
XQGHUVWDQG WKH LVVXH R U Qvd&ofthe Wishrietve shraQdrgtics\ot/ax W KV~
research study therefore is the identification of a problem or concern, to which additional

insight or understanding is required. This chapter will give insight into the rationale for this
research by providing some understanding of the history of ethical research within

healthcare and the concept of informed consent in clinical research practice. Furthermore,

the chapter will review the historical incidents that have led to the renewed emphasis on

ethical research. It will also examine the regulatory and monitoring requirements that

underpin the conduct of research in UK and international contexts, as well as from ethical

and legal perspectives. The chapter will go on to consider the concept of informed consent

being at the heart of ethical research and map out the essential elements of a valid

informed consent. In doing so, it will explain the professional ethos that guides clinical

researchers in monitoring and safeguarding the integrity of research outcomes, and of

those who volunteer their lives to support and uphold clinical research across the globe.

The chapter concludes with a 10-step-plan for evidence-based informed consent processes

underpinned by current practice standards.

12



Background

The Nazi Doctors Experiments

1945 saw the liberation of war prisoners from Nazi medical abuses, where prisoners were
treated as experimental animals with no regard for their autonomy or the principles of
consent (Weindling, 2004). During World War Two, physicians and scientists from the
German Air Force and other Nazi Institutions conducted a series of experiments using
prisoners to test pharmaceuticals and to establish treatment for the good of the German
military and occupation personnel (Weindling, 2006). The horrific and gruesome
experiments took place at the German concentration camps and were not only perceived as
war crimes, but were known to be influenced by racial discrimination, and therefore
genetically and ethically undesirable (Mitscherlich and Mielke, 1949). The poison gas
experiments received international condemnation not only because the inhumane,
gruesome and deadly experiments were ethnically biased, but more so they were carried
out on concentration camp prisoners without information or consent, making them crimes
against humanity (Lou, 2000). Consequently, the Nazi doctors fxperiments gave birth to a
war of a different kind (Marks, 2006); a series of criminal trials ensued under the watch of
an International Scientific Commission (ISC) and the monitoring of Nuremberg prosecutors
(US military tribunals in Nuremberg) (Weindling, 2006). 8VLQJ YLFWLPV{th& HVWLPRQLH
review unmasked criminality and a chilling mass of documentation on euthanasia and
sterilisation by German military medics, all in the name of science (Marks, 2006).
International support for the condemnation of such medical abuses at any scale gave birth
to the Nuremberg Code, which recommended a requirement for consent from experimental
subjects (The Nuremberg Code, 1947). The Nuremberg code introduced a new framework
for informed consent, which permeates modern medicine to this day, and will be discussed
in greater detail under the regulatory and monitoring requirements sub-section later in this

chapter.
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The Tuskegee Syphilis Research

Following the Nazi atrocities, there were revelations about the Tuskegee syphilis study,
which ran in the United States of America from 1932 until its public discovery in 1972
(Brandt, 1978). The Tuskegee Syphilis research was conducted by the United States Public
Health Service (USPHS) to determine the natural course of untreated, latent syphilis
(White, 2000). Its subjects were more than 400 men infected with syphilis, and a further 200
uninfected men who served as controls, all of men were of black minority ethnic origins
(Brandt, 1978). The study continued despite the establishment of penicillin as an effective

treatment for syphilis (White, 2000), with participants being denied effective treatment.

However, while the Tuskegee study brought about hope in the treatment and eradication of
syphilis, the research subjects were prevented from benefiting from the research (Jones,
1981). In the interest of science, the USPHS denied treatment for the subjects at a time
when the therapeutic option was available and the benefit-to-toxicity ratio in latent infections
was unclear (Weindling, 2006). Despite the establishment of treatment in the 1940s, the
subjects of the research were not offered treatment until the 1970s after the US Department
of Health, Education and Welfare (HEW) had investigated the research (Jones, 1981). The
investigation ruled that the malicious act of withholding treatment was responsible for the
avoidable death of more than 100 research subjects (Lou, 2000). The deaths were ruled to
be ethically unjustified given that they could easily have been prevented had the subjects

been offered penicillin at the time that treatment had become available.

Like the Nazi doctors fexperiment, the logic of non-treatment was rooted in the
pervasiveness of a malicious and prejudicial nature among the medical researchers. There
were ethical imperfections in the manner that they pursued science at the expense of the
well-being of research subjects. Moreover, there were racial injustices in the creation and
perpetuation of both studies (Mitscherlich and Mielke, 1949). It is noteworthy that although

the outcry against the Nazi G R F WeRparifents surfaced before the revelations of the
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Tuskegee study, the latter had been going on from 1932, prior to when the Nazi doctors
experiments were known to have occurred. Thus, elements of hypocrisy and ethical failings
in research were detectable on both sides of the Atlantic. These historical events served to
reinstate distrust of the medical and public health systems by members of the public, whose

interests the systems were meant to protect.

Bristol Royal Inquiry and Alder Hey Hospital Inquiry, UK

More recent examples of ethically improper research exist in the United Kingdom. There

was the Bristol Royal Infirmary IQ TXLU\ LQWR FKLOGUHQ §RoiaHIDfibnatyV XUJHU\ ¢
1984-1995); and the Alder Hey Hospital Inquiry into the collectiRQ RI EDEGHKILOGQUHQYV
organs (TKH 5R\DO /LYHUSRRO &Rehdit,2QDH)QM 1998Qah Xbuiry was set

up to investigate the deaths of 29 babies who underwent heart surgery at the Bristol Royal

Infirmary in the late 1980s and early 1990 (Bristol Royal Infirmary Inquiry, 2001). The Bristol

Royal Infirmary Inquiry recounted that patients and their families had been left in the dark

about the poor standard of care provided to their loved ones without adequate oversight by

authorities (Bristol Royal Inquiry, 2001; Batty, 2001). The inquiry revealed far-reaching
FRQVHTXHQFHY DERXW SDWLHQWVY ULJKWYV D Q@Gclihg RXQWDELO
that patients and the public should be more involved in decisions about their treatment and

care, and that patients must be treated with respect and honesty, emphasising patients as

the centre of the NHS (DH, 2002). 6SHFLILFDOO\ WKHUH ZDV D FDOO IRU uD F
which engages patients fullyin GHFLVLRQV D E R X W, 200R)HRdlatirgidJddigntific

research and the process of informed consent (or lack thereof), a different inquiry was

conducted in the UK following revelations that three children ] Nospitals had been

harvesting hearts, lungs and other organs from dead babies for purposes of scientific

research without their parents fonsent (DH, 2001b: the Royal Liverpool & KL O Glogdiy TV

Report). TheiQFLGHQWYV RFF XU U H GAD&VH®Y KbspitalYvither & RIBMofgans

were removed from 800 children, following post-mortems of children (Batty, 2001). It is

documented that parents of deceased children were deceived into signing a fraudulent
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consent form, without realising that by signing the consent form for a post-mortem, the
hospital also held back a range of body parts belonging to the children. The motive for the
illegal and unethical activities was said to be due to the sharing of children § organs with
pharmaceutical companies for purposes of scientific research by a Dutch pathologist,
Professor Dick van Velzen, between 1988-1995 (DH, 2001b; Batty, 2001; Hall, 2001). In
response, the UK government and the British Medical Association (BMA) emphasised the
need for fully informed consent for all activities involving human beings (DH, 2005; BMA,
2020), including human tissues before or after death (Hall, 2001; Human Tissue Authority
(HTA), 2004). The Human Tissue Act 2004 regulates the removal, storage and use of any
material that has come from a human body and requires that no human tissue can be
removed for whatever purpose, including scientific research, without the consent of the
person from whom the tissue came from, or from someone in a qualifying relationship
(HTA, 2004). The recommendations heralded a new approach to consent and the initiation
of new consent forms across the NHS (Hall, 2001; DH, 2001). There have since been
further amendments in cases of organ transplantation as part of ongoing review of consent

and public interests (HTA, 2017).

Ethical Frameworks for Clinical Research

The Nuremberg Code 1947

The above historical abuses highlight behaviours that had persisted, in some cases
unchallenged, in the consciousness of scientific and/or medical supremacy (Spitz, 2005).
Clearly, there was a need for a new way of thinking at a fundamental level, to ensure that
research was ethical and just (Mahase, 2019; WMA, 2013; Gelling, 2011, Forster, 2001,
Beecher, 1966). Professional self-interests were called out and shamed (Lacbucci, 2018).
Medical paternalism could no longer be trusted or justified (Wells & Farthing, 2008; Hall,
2001). There was a change in perception, where patients and service users were seen as

intelligent collaborators in decisions affecting their health and well-being (GMC, 2013),
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rather than mere objects of research (Woodhead and Faulkner, 2008). In particular, the
need to realize and seek permission through a process of informed consent from
prospective research participants was recognised within the UK and internationally (GMC,
2013). Regulations started to emerge (The Nuremberg Code, 1947; Declaration of Helsinki,
WMA 1964; Vollmann and Winau, 1996; Weindling, 2004). A change of terminology was
also noted, moving from gubjects §o pesearch participants Jlespecially within the social

sciences, where qualitative enquiries dominate (Lincoln and Guba, 1985).

The Nuremberg Code of 1947 set forth the ethical basis of disclosure and unequivocal
consent (The Nuremberg Code, 1947). The code was the product of extensive
interrogations and ethical appraisals between the parties of the Nuremberg tribunal, which
condemned in the name of science, any such coercive experimentation on human subjects
(Weindling, 2006). Respect for humane and ethical research was considered paramount to
justify experiments on human beings. The Nuremberg Code is widely accepted as the first
manuscript to provide ethical standards for human research with a particular emphasis on
informed consent from prospective research participants (The Nuremberg Code, 1947;
Annas, 1992). However, there are debates on whether the code merits such accolade.
Citing the Prussian directives, and the Nesser Case in 1891 and 1898 respectively, some
critigues have argued that principles for consent may have existed before the Nuremberg
tribunals (Vollmann and Winau, 1996; Ghooi, 2011). Nevertheless, the establishment of the
Nuremberg Code provided explicit rules governing biomedical research on human beings.
The code brought renewed emphasis onto the concepts of autonomy, beneficence and
informed consent. The first of these principles emphasises the voluntary consent of the
human subject as essential. It also brought about explicit rules with greater emphasis on
the well-being of those taking part in clinical research. This responsibility was placed not
only on the Principal Investigators (PI) but also on all those who engage in and direct the
research process regardless of their role. The emphasis on voluntary consent will be

explored in greater depth under the sub-KHD G WKIHUWFRQFHSW RI LQIRUPHG FRQVF
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The Declarations of Helsinki 1964

Subsequent to the Nuremberg Code of 1947, the World Medical Association (WMA)
gathered for the first time in Helsinki, Finland in June 1964 to discuss and formulate an
initial response to the renewed emphasis on ethical research. In their first response, and in
solidarity with the Nuremberg Code, the WMA concurred that although the primary purpose
of medical research was to generate new knowledge, such a goal should never take
precedence over the rights and interests of human research subjects (WMA, 1964 +
Declaration of Helsinki). Ultimately, they reinforced that the primary mission of the physician
was to safeguard the health and well-being of people under their care (WMA, 1964). This
meant that neither the need for diagnostic or therapeutic interventions nor the interests of
science could take precedence over the physical or mental well-being of human subjects
(The international Code of Ethics, 2009). Notably, there was emphasis on informed consent
and the obligations of the physician researcher was prescribed (Principles 9-11, WMA
1964). Respect for prisoners and equality of treatment, including medical attention, was

noted also in the Geneva Conventions (International Committee of the Red Cross, 2016).

Principles were agreed and declared, since UHIHUUHG WR DV WKH :0$ W'"HFODUDW
+HOVLQNLY :pOchnsisting of twelve basic ethical research principles. However,

there has been a number of amendments, and this now comprises of 37 ethical research

guidelines following subsequent conventions (Helsinki, WMA 1964; Tokyo, WMA 1975;

Italy, WMA 1983; Hong Kong, WMA, 1989; South Africa, WMA 1996; Edinburgh, WMA

2000; Washington, WMA 2002; Tokyo, WMA 2004; Korea, WMA 2008; and Brazil, WMA

2013). The latest version of the WMA Declarations of Helsinki was last updated at the

assembly in Brazil in 2013.

The Belmont Report 1976

The Belmont Report reviews international frameworks and is one of the earlier foundations

for ethical research conduct at international levels. Reacting to the Tuskegee revelations
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(above), the US Congress gathered at the Smithsonian Instituti R Q Bélmont Conference
Centre, to discuss and reset principles for the protection of human subjects in biomedical
research at national levels (The National Commission for the Protection of Human Subjects
in Biomedical and Behavioural Research, 1979). A report of these proceedings ledto p7 KH
% H O P R QW, vghitls iravide§ an ethical framework for those involved in research in the
United States. The report recognised and reinforced the philosophical principles of respect
for persons, beneficence, and justice. While directed at those involved in research, its

principles also relate to clinical care and are recognised worldwide (Cassell, 2012).

Although the Declarations of Helsinki (WMA, 1964), the Nuremberg Code of (1947) and the
Belmont Report (NCPH, 1979) stipulate international bioethics guidelines and promote the
exercise of caution and conscience in the conduct of bioethical research worldwide, the
ethical codes were not implicated under any law nor are binding in any sense (Ghooi, 2011;
Gillon, 1994). Therefore, physicians were merely guided by their professional and ethical

obligations, or as their conscience led them.

Medico-Regulatory Frameworks for Clinical Research

The International Conference on Harmonisation (ICH) and the Good Clinical Practices
(GCP) (ICH-GCP Guidelines)

The non-mandated system could not be sustained. To achieve high levels of quality
assurance and compliance, there needed to be the promotion of agreed ethical codes
beyond individual conscience or morality. Hence, at an international level, the
establishment of regulatory authorities started to emerge. The International Conference on
Harmonisation (ICH) gathering established a set of directives for the conduct of biomedical
research on human subjects. Key directives includes the E6 (R1 and R2) Good Clinical

Practice guidelines (GCP), initially finalised and published in 1996, with a subsequent
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revision in November 2016 (GCP +ICH, 1996 and 2016: E6 R2); and the E8 General

Consideration for Clinical Trials (ICH, 2019: E8 (R1)).

The GCP-ICH (1996) guidelines prescribe a set of responsibilities and expectations of all
those involved in conducting research involving human beings, as well as their records,
including the responsibilities of investigators, monitors, sponsors and research ethics
committees (ICH-GCP, 1996). The goal of the ICH was to bring together various regulatory
authorities, as well as the pharmaceutical industry and, through harmonisation, promote
high standards of scientific and ethical research conduct and outcomes internationally. It
now consists of 17 member countries and 32 observers (ICH, 2020) including Brazil, China,
Canada, Singapore, Korea, The USA and the European Commission (EC). The ICH-GCP
standards observe regular updates (ICH 2016; E6 (R2) and mimics the Declarations of
Helsinki (WMA, 1964 & 2013) in the manner that it upholds ethical principles. In particular,
the ICH-GCP guidelines emphasise informed consent from every subject prior to their

participation in any clinical study (principle 9).

The European Commission Directives

In 2001, the European Commission targeted efforts towards the implementation of Good
Clinical Practice (GCP) in the conduct of clinical trials on medicinal products for human use
across its Member States. Its goal was to lay down a uniform rule and to provide common
detailed guidelines that would enable the functioning of a harmonised application system in
different Member States on issues relating to the conduct of research involving human
subjects. On 4 April 2001 therefore, the European parliament and the Council of Member
States agreed on the Clinical Trials Directive (Directive 2001/20/EC), which prescribed the
laws, regulation and administrative provisions of the Member States with regards to the
implementation of GCP in the conduct of clinical trials on medicinal products for human use.
The directive established that the protection of human rights and the dignity of the human

subjects must be protected in the conduct of clinical trials on investigational medicinal
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products across its Member States. This included the ethical standards of ensuring that
clinical research is not conducted unnecessarily; that GCP guidelines are observed; and
that the safety and rights of research subjects are protected, including of individuals who

may be deemed incapable of giving informed consent (EU Directive 2001/20/EC).

Significantly, the European Commission Directives of 2001/20/EC stipulate the monitoring
of Good Clinical Research Practice Standards by way of laws, inspections and research
ethics review committees. Having regard for the Nuremberg Code (1947) and the
international statements of ethical principles for medical research (WMA, 1964), the
European Commission adopted the principle of informed consent among other ethical
research standards and amalgamated this into regulatory law (Directive 2001/20/EC of the
European Parliament and of the council, 2001). In particular, the EU Directive 2001/20/EC
meaningfully initiated provisions relating to the practical implementation of ethical review

committees and competent authority approval procedures.

The EU Directive 2001/20/EC specified that before the start of a proposed study, an ethics
review committee is required to give a favourable opinion (Article 9 (1) Directive
2001/20/EC) in order to enable an overview of the proposed study before human subjects
should take part in it. The ethics review committee was given the responsibility of protecting
the rights, dignity and well-being of all those taking part in clinical research and by so doing,

hoped to restore public confidence in the conduct of scientific research.

In order to establish a reasoned opinion, the ethics committee considers specific aspects of
an application for a proposed study including the relevance of the study, the study design,
the protocol, quality of facilities, anticipated benefits of the study against potential risks, and
whether conclusions are justifiable. Ethics committees are allowed a maximum of 60 days
to return their opinions to the researcher after applications are submitted. For certain types
of proposals, such as those involving genetic therapy, Ethics committees are permitted 90

days, potentially extendable by a further 90 days where additional documentation is
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required before an opinion can be reached. Other areas relate to the range and format of
documentation to be submitted in an application, especially the size and acceptable

wording of study documents. Insurance and compensations issues are also examined.

In 2005, 2014 and 2017, and further to the EU Directive 2001/20/EC, additional clauses
were added to the initial principles of the 2001/20/EC directives, and in specific cases
repealed some sections of the former. Commission Directive 2005/28/EC of 8 April 2005
introduced detailed guidelines regarding the requirement for authorisation of the
manufacturing or import of investigational medicinal products for human use, as well as
emphasising the existing guidelines for good clinical practice. EU No 536/2014 of the
European Parliament emphasised the robust and reliable use and managementof patLHQW V {
data. Most recently, on 24 March 2017, EU 2017/556 emphasised the practical procedures
for inspections including the need for unannounced inspections (Article 8); collaboration
guidelines between Member States (Article 19); and reinforcing the importance of data
integrity and confidentiality standards (Article 14). At European level therefore, Directive
2001/20/EC of the European Parliament, Commission Directive 2005/28/EC, EU No
536/2014 and the recent EU 2017/556 provide the regulatory references, principles and
detailed guidelines for Good Clinical Practice (GCP) among EC Member States. Ultimately,
a duty was put on everyone involved in research with human participants, their organs,
tissue or data, to act lawfully, with honesty and integrity, and in accordance with Good
Clinical Practice guidelines (Declarations of Helsinki -WMA, 1964, Directive 2001/20/EC of
the European Parliament and of the council, 2001). Sponsors and investigators were
directed to consider all relevant codes of conduct and guidelines in commencing and

conducting a clinical study.

It remains to be seen how Brexit will affect UK research governance in the future. It is
anticipated that withdrawal from the EU may affect certain policy areas such as health and
care workforce, medicines regulation, research and procurement (DHSC, 2017). The

government and other agencies claim they will continue to work to achieve the best
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outcome for health and social care and research and innovation (Department of Health and
Social Care (DHSC), 2017). The Royal Society (2020) suggests that any new regulation
post-Brexit must support access to new medicines, technologies and constructive
collaborations by maintaining current regulation and governance and European Reference
Networks. Whatever the future relationship between the UK and the EU, it is anticipated
that Brexit will not be allowed to impact badly on UK science, as such damage may prove
costly and difficult to rebuild (Royal Society, 2020). The following section reflects the current

UK Research Governance Framework at national level.

UK Research Governance Framework

With the United Kingdom (UK) being part of the European Commission at the time, the UK
Department of Health (DH) published its Research Governance Framework initially in the
year 2001, with a second edition in 2005. In it, the DH outlined principles of good
governance in health and social care research (DH, 2001 & 2005). Its goal was to restore
public confidence in scientific research, as it made some bold and innovative, albeit
controversial, initiatives. The UK government, through the Research Governance
Framework, laid out the standards, responsibilities and accountabilities of all those involved
in the conduct of Health and Social Care research (DH, 2005). Fundamentally, while it
supported investment in research and was committed to making Britain the best place for
research and innovation in healthcare, it recognised that the interests of research
participants must come first (HRA, 2017; NRES, 2011; DH, 2005; WMA, 1964); and that the
public has a right to expect high scientific, ethical and transparent decisions, with clear and
robust monitoring arrangements in the conduct of health and social care research (DH,
2005). It emphasised that those responsible for health and social care research must
ensure they take all reasonable steps to protect the dignity, rights, safety and well-being of

research participants (DH, 2005).
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Within the remits of ethical research practice and as stipulated by the European Directives
(Directive 2001/20/EC of the European Parliament), the Research Governance Framework
mandated all research involving patients, service users, care professionals or volunteers, or
their organs, tissue or data, are reviewed by an independent Research Ethics Committee
(REC) (DH, 2001). A favourable opinion must then be given before any research activity
could be initiated (DH, 2005). All Health and Social Care research was required to meet the
same general standards of governance regardless of research type, context or method.
There was criticism by various stakeholders that the framework showed minimal
consideration for the context and nature of research; and that procedures were stifling
scientific research (Snooks et al, 2012; Knapp et al 2011; Fortun et al, 2008, Oliver, 2006;

Stead et al, 2005; Cox, 2001).

The services monitored under the regulation included NHS healthcare services (UK-wide);
$GXOW VRFLDO FDUH LQ (QJODQG :DOHV DQG 1, DQG &KLOGUH«
Northern Ireland (NRESS, 2011). Several other health and social care research arms were

subject to the same regulation, and others were added to it over time.

UK Policy Framework for Health and Social Care Research 2017

In response to the difficulties reported by stakeholders regarding the UK Research
Governance Framework (DH 2001 & 2005), and with a sense that the national Research
Governance Framework merited a review, consultations led to the publication of renewed
guidelines, the WK Policy Framework for Health and Social Care Research flwhich became
effective in 2018, repealing the previous policy documents (HRA, 2017). The UK Policy
Framework for Health and Social Care Research upheld most of the principles and
guidelines from previous policies but sought to simplify governance and monitoring
procedures. Like the RGF, it applies to all health and social care research, including
interventional studies, and reinforces adequate consent and privacy safeguards for

research participants (HRA, 2017). The UK Policy Framework for Health and Social Care
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Research hopesto PLQLPLVH pQHHGOHVV E Xyuitideogrited haffagpingV KH Z
to do research needs to be simple and that getting a decision from ethical and governance

bodies needs to be quick, with predictable timelines.

The UK Policy Framework reinforces the importance of ethical overview of scientific
research conduct, but also recognises the need for a proportionate review of research
proposals. Specifically, it encourages ethical consideration of individual research proposals
be conducted in a manner that balances the risks of participation against the risk to the
participant of not taking part in the research. On balance, the UK Policy Framework for
Health and Social Care Research encourages a more straightforward approach to the
initiation of scientific research (HRA, 2017) than was emphasised in previous policy

documents.

UK Research Ethics Committees (REC)

To encourage that research be designed, reviewed, managed and undertaken in a way that
ensures integrity, quality and transparency (HRA, 2017 - Principle 5, The UK Palicy
Framework for Health and Social Care Research), Principle 9 of the policy framework
mandates that a research project is started ganly if a REC and any other relevant approval
body have favourably reviewed the research proposal or protocol and related information,
where theirreviewis H{SHFWHG RU UHTXL)UTd @i$ effeét$a proposed
research study must undergo critical review by the REC and be given a favourable ethical
opinion (and if the study is a trial of medicine, until there is clinical trial authorisation) before

any aspect of the research study could take place (Gupta, 2013; DH 2005).

REC members consist of both lay and expert volunteers covering many disciplines, who
review the ethical considerations of a given research proposal (HRA, 2020; DH, 2011).
Upon the receipt of a review application, REC administrators conduct a quick initial
assessment of the application to decide whether a face-to-face invitation is required or

whether a non-face-to-face proportionate review (in the absence of the researcher) can be
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conducted (HRA, 2017). Depending on the outcome of the initial assessment, the
investigator(s) are invited to attend a REC meeting whereby the research application will be

rigorously reviewed.

Specifically, informed consent is one of the most important aspects of research ethics
reviews (Gupta, 2013; Tschudin, 2001). During a REC review meeting, researchers are
required to provide well-presented and balanced information about health research at all
levels (Moore and Donnely, 2018; Kirkbride, 2013; Stanley, 2012). The use of
accessible/lay language when dealing with patients throughout the research process is
emphasised (Smajdor et al, 2009). The process allows researchers the opportunity to clarify
any uncertainties relating to the study proposal to enable the committee to form their
opinion of the proposed research (Chaudhry et al, 2013). Overall, it is expected that
consideration is given to the well-being of the human subject and this must take
precedence over any other motives including the interests of science and society (WMA
2008). Although it remains to be seen how these expectations are adequately monitored at
the front line (Anonymous, 2012), the task is to ensure that all research projects are
conducted lawfully, with honesty and integrity, and in accordance with good clinical practice

standards (GMC, 2010).

With the recognition that informed consentisat yfWWKH KHDUW RI HP®KREB) UHVHDUF
the Research Governance Framework enforces that studies involving individuals must have
HDSSURBUUDWBHPHQWVY IRU .DEiNgEthQd révievs Feseareher il

need to certify that relevant information would be provided in appropriate written or pictorial

form and that the role and responsibilities of patients, carers or supporters is clearly

explained and understood (DH, 2005). Similarly, the current UK Policy Framework for

Health and Social Care Research (HRA, 2017 pg. 17) instructs that where consent is

sought:
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SSBRWHQWLDO UHVHDUFK SDUWLFLSDQWY VKRXOG EH SURYLGHG
information they need to help them decide whether they wish to take part in research or not

and should be given reasonable time to reach their decision. The information should be

provided in a suitable format. Unless otherwise justified (e.g. by feedback from public

involvement), the information should include a concise explanation of relevant research

evidence and research in progress that shows why the proposed research is justified; a

permanent and accessible copy of any information sheet should normally be made

available to all participants; and consent should be documented and available for inspection

E\ UHOHYDQW UHJXODWRUV’

Relating to information provision, the current policy framework (HRA, 2017 pg. 17)

advocates that:

S3URSRUWLRQDOLW\ VKRXOG EH DSSOLHG WR WKH SURYLVLRQ R
participants. The more research deviates from established practice or otherwise

detrimentally affects the balance between the anticipated risks and benefits, the greater the

amount of information that needs to be provided to potential participants. By the same

token, the closer the research is to standard practice, the less need there is to provide

SDWLHQWY DQG VHUYLFH XVHUV ZLWK GHWDLOHG DQG OHQJWK\

Professional Standards

The UK General Medical Council (GMC)

The General Medical Council (GMC) governs medical ethics in the United Kingdom. In
alignment to the ethical research regulations and governance frameworks, the General
Medical Council (GMC, 2013) and the UK Nursing and Midwifery Council (NMC, 2018a,;
RCN, 2011) issued detailed guidance requiring every professional to understand and follow
good clinical practice in the context of international ethical research guidelines. The

guidance documents made clear the role and responsibilities of doctors and nurses in
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seeking and obtaining consent to clinical research (NMC, 2018a; GMC, 2013). In particular,

the GMC, inthe 67" SULQFLSOH RI LWV u*RRG OH Gspdclied tigadl FWLFHY J XL«
GRFWRUV puPXVW DFW ZLWK KRQHVW\ DQG LQWHJULW\ ZKHQ GHV
research, and follow nationalrHVHDUFK JRYHUQDQFH JXLGHA) QHiEVY] *0&
highlights the importance attached to ethical research practice, and the process of informed

consent. Healthcare professionals are required to comply with the law, governance

arrangements and the codes of professional practice relating to ethical research (GMC,

2013; GMC, 2010).

The UK Nursing and Midwifery Council (NMC)

For nurses involved in the conduct of clinical research, gaining informed consent from

research participants is reinforced as central to the research process and to the role of

clinical research nurses (NMC, 2018a; RCN, 2015). Broadly speaking, the 215 century

nurse is guided to make sure that he or she seeks and obtains yYSURSHUO\ LQIRUPHG FRQ
DQG GRFXPHQW LWYT EHIRUH GHOLY HU4).Q4a be proficie RneSDWLHQ WV
future nurse fnust demonstrate the ability to use appropriate communication skills and

strength-based approaches to support and enable people to make informed choices about

their care « f(NMC 2018b, pg. 8). The NMC expects that nurses must always prioritise

people and must put the interests of those under their care first (NMC, 2018a). Every nurse

must seek, understand and base all healthcare GHFLVLR QV Riige@HRIS O H |

preferences, recognising and addressing any personal and external factors that may unduly
LQIOXHQFH D SDWLHQWYV GHFLVLR QMCU2018b) | BspdtilyRtBers KHLU D X
is a professional commitment for nurses to act as an advocate for the vulnerable by

encouraging and empowering people to share in decisions about their treatment and care;

and to be respectfulof D SHUVRQTV ULJKW WR DFFHSW RUaUHIXVH WUHDW
doing so, the NMC requires nursesto WDNH UHDVRQDEOH FDUH WR pWUHDW SF
GRHVY QRW WDNH DGYDQWDJH RI WKHLU YXOQHMWME, 20188\ RU FD >
pg.18).
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The NMC professional standards of practice for nurses applies to all registrants, both in

research and clinical care. Nurses have long been required to function as patients

advocates (NMC, 2018; RCN, 2009; UKCC, 1996), meaning that a nurse will be judged by

the manner in which she/he supports the dignity and welfare of those under her/his care,

especially vulnerable patients, at a time when they may be anxious or in an unfamiliar

environment. Furthermore, the Royal College of Nursing suggests that nurses must take

WKH UHVSRQVLELOLW\ WR HQV XUH rgvad\nssted/antipnotleQed HUHVWV Y RI
(RCN, 2015). The onus is on nurses therefore to exercise professional competence and

judgement in supporting potential participants during the process of informed consent for

participation in clinical research.

, Q W R G D \d] xéskBdech Qradice, the role of the clinical research nurse is diverse and
ever extending (Suttling, 2019; Gibbs & Lowton, 2012). Fundamental to the role of the
nurse in the recruitment of participants, is a valid informed consent process that stands up
to the scrutiny of recognised ethical and legal frameworks. It is increasingly common for the
task of gaining informed consent to be delegated to clinical research nurses, who in all
accounts are required to practice to the same standard, regardless of hierarchy (Pereira,
2019). Doctors and nurses therefore have an overriding duty of care to treat patients with
dignity and respect during the process of informed consent (NMC, 2018a; RCN, 2017;
GMC, 2010; Maclnnes, 1999; Amnesty International, 2009), and to obtain a freely given
informed consent (WMA, 2013; Duncan, 2010; Leino-Kilpi et al, 2000; Brazier and Lobjoit,
1991). This duty is regardless of the context of care, whether clinical or research-specific
(NMC, 2018a; GMC, 2013). All healthcare professionals involved in the conduct of informed
consent have a duty to act with integrity, making sure that their knowledge and skills match
the level of performance required of them. All healthcare professionals are expected to use
professional judgement with their skills and experiences to effectively deliver dependable

research (HRA, 2017, GMC, 2010; DH, 2005).
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The following section examines the theoretical elements of a valid informed consent to
establish principles of care, and the role of research staff in upholding research integrity

during the process of acquiring informed consent.

The Theory of Informed Consent

Whether in clinical care or clinical research, informed consent is ingrained in the framework

of professional codes of practice (RCN, 2019; NMC, 2018a; HRA, 2017; GMC, 2010, 2013

& 2008). Legally, dHQLDO RI D SHUVRQTV ULJKW WR DQ LQIRUPHG UDWL
of slavery, or the act of treating an individual as a mere object or instrument (Dworkin,

1997). Therefore,to VDIHIJXDUG D SHUVRQYV FDSDFLW\ IRU WBBIOWLRQDO C
UHVSHFW DQ L QG LBdnjamiband] Guras ] 2DQA). W tending to the sick, nurses,

doctors and other healthcare professionals deal with people who, because of their illness

and vulnerability, depend onthat SURIHVVLRQDO TV H [ BHuppdit théem l@uyghV NLO OV
various dimensions of need (NMC, 2018a; GMC, 2008). In doing so, healthcare

professionals are reminded to treat all human beings as ends in themselves, not merely as

means to an end (Kant, 2004). As such, in clinical research particularly, the Declarations of

Helsinki (WMA, 2013: principle 8) emphasise that hile the primary purpose of medical

research is to generate new knowledge, this goal can never take precedence over the

rights and interests of individual research subjects " Therefore, it is as much a duty for

researchers to safeguard not only the health and well-being of clinical research participants,

but the dignity, integrity, and right to self-determination of those volunteering for research,

as it is in clinical care (WMA, 1964: Principle 9 Declarations of Helsinki). It goes without

saying that before a person can be given treatment in clinical care or in clinical research,

the healthcare professional must seek and obtain a valid informed consent from the patient.

In clinical research, the European Medicines Agency (EMA) (2016) and The International
Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use

(ICH) (2016: E6 (R2) define informed consent as a process by which a subject voluntarily
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confirms his or her willingness to participate in a research study, after having been informed

of all aspects of the trial that are relevant to the V X E M Hdeigioh Yo participate The DH

adds that for consent to be valid, it must be given voluntarily by an appropriately informed

person who has the capacity to consent to the interventions being proposed or, in the case

of under-age persons or persons without capacity, someone who has the authority to do so

(DH, 2009). Echoing this, the GMC policy GRFXPHQW PFRQVHQW WR UHVHDUFKT
MSDUWLFLSDQWIV FRQVHQW LV OHJDOO\ YDOLG DQG SURIHVVLR
capacity to decide whether to take part in the research, have been properly informed, and

have agreed to participate without pressure or coercion {GMC, 2013 p.8). Others have

GHILQHG LQIRUPHG FRQVHQW DV DQ LQGLYLGXDOYYVY DXWRQRPR:
intervention or of participation in research (Beauchamp, 2017). It can be understood

therefore that a valid informed consent must satisfy certain standards of disclosure of

adequate information; a capacity by the individual to demonstrate adequate knowledge of

the information provided; and the free will of choice to make their own decision without

pressure or duress (Medical Protection Society, 2018; HRA, 2017; WMA, 2013; DH, 2009;

RCN, 2009). Figure 1 illustrates the fundamentals of a valid informed consent. Any

deviation from this framework can amount to professional negligence (e.g., Montgomery v

Lanarkshire Health Board, 2015; GMC, 2008). This emphasises the seriousness and

overriding duty of healthcare professionals to support patients in making an informed

decision in their care within the spheres of clinical care and clinical research.
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Capacity: Must be able
to understand the issues
involved in their care,
and be able to weigh
them up

Appropriately informed:
must have adequate
information on which to

base their choices

Given voluntarily: have
no untoward pressure or
coercion applied to
them when making their
choices

Figurel Fundamental elementsf a valid informed consent

Capacity to consent: the patient must be competent

The Mental Capacity Act 2005 requires that informed consent is sought from a person who

is deemed mentally competent to give consent (DH, 2005; Medical Protection Society,

2015). This means that a person is able to understand, believe, retain and weigh the

necessary information, and to make their own decision to accept or refuse service, even if

the decision appears irrational to others (GMC, 2008). On the otherhanG puD SHUVRQ ODFNV
capacity in relation to a matter if at the material time he is unable to make a decision for

himself in relation to the matter because of an impairment in the functioning of the mind or

E U D DI 2017: Mental Capacity Act, 2005, Principle 2, as updated 2017). Hence, mental
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capacity is a fluid concept in the sense that a person might be able to demonstrate mental
capacity on a particular matter and at a particular time but might lack the mental capacity to
process a more complex matter at the level required or at another time. It can also be that
an impairment might fluctuate, in that it affects an individual depending on a range of other
factors, including the nature of impairment (Nandra, Brockie and Hussain, 2020). For
example, a patient might not have the mental capacity to make sense of information
following an anaesthetic intervention, whereas the same person may be able to do so later
if allowed enough time to recover from the effect of anaesthesia. Other examples where
capacity may be temporarily impaired include: critically ill patients or those with loss of
consciousness, hypoxia, pain, or alcohol (or other substance) intoxication (Nandra, Brockie
and Hussain, 2020). A permanent impairment may necessitate a more elaborate
assessment. In any case, the essential guidelines stipulate that a person must be assumed
to have mental capacity unless it is established they lack capacity; a person must not be
treated as unable to make a decision just because he or she appears to make an unwise or
unpopular decision; every decision made on behalf a person lacking capacity must take into
account the best interests of the person; and utmost care must be taken to minimise
GHFLVLRQV WKDW PLJKW LPSD F WdéhQofactidiWshRalChpadil Ack W DQG U

2005).

The fundamental freedoms set out in the UK Human Rights Act (1998) and the European
Convention of Human Rights (ECHR) identified the right to have and express your own
opinions as one of the fundamental human rights (Council of Europe, 1997; Human Rights
Act 1998; European Convention of Human Rights Council of Europe, 1950: articles 9 & 10).
It is therefore an internationally recognised priority that a person with mental capacity
should be supported to make up their own mind, where they are able to do so. In the case
of lack of capacity, there are guidelines on how to support such groups and individuals (see
W KH *0elHcdl and legal guidance on consent for doctors, which can be applied to other

healthcare professionals and the Mental Capacity 2005). This research focuses on
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individuals who were considered capable of making their own decisions at the point that

they were recruited to take part in clinical research.

Appropriately informed: sufficient disclosure of relevant information

$FFRUGLQJ WR WKH OHGLFDO 3URWHFWLRQ 6RFLHW\TV JXLGDQF
provided with enough information that will enable him or her to make a choice (Medical

Protection Society, 2015). In relation to healthcare, the GMC stipulates that the patient must

be given all information material to their decision, if doing so will not cause serious harm to

the patient (GMC, 2008). Referring to material risk, the Medical Defence Union (MDU)

(2018), citing the judgement in Montgomery v Lanarkshire Health Board (2015) UKSC 11,

paragraph 87, explains that the test of material risk is judged by whether a reasonable

SHUVRQ LQ WKH SDWLHQWYfV SRVLWLRQ ZRXOG EH OLNHO\ WR D
doctor is or should reasonably be aware that the particular patient would be likely to attach

VLJQLILF D QheldmphBsi& /rbteworthy, as it signals a crucial shift in which what is

meaningful is determined by the informational needs of patients (or of those in similar

circumstances), instead of that determined by the profession. The pyGXW\ WR ZDUQY ZDV
traditionally judged by the opinions of professional peers, those trained and practicing by

the same standards as a clinician (Bolam v Friern Hospital Management Committee, 1957;

Sideway v Board of Governors of the Bethlem Royal Hospital and others, 1985). However,

a recent legal challenge by Montgomery v. Lanarkshire Health Board [Scotland] (2015)

drew fresh attention to the concept of informed consent, overturning the previous decision

and UXOLQJ LQVWHDG LQ DY Ra$dpposes D e HisQriaV/flodeKdR L F H

medical paternalism (Beauchamp & Childress, 2009; Komrad, 1983).

The Montgomery ruling is to be celebrated, as it agreed with the philosophical underpinning
of this research, whereby the human agent is accepted as being capable of meaning
making and worthy of self-determination (Lincoln and Guba, 1985). Practically, this implies

that more effort needs to be made by anyone involved in the sharing and disclosure of
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information to patients, especially by clinical research staff such as research nurses and all
those involved in seeking informed consent from potential clinical research participants
(Gibbs & Lowton, 2012). It requires that potential clinical research participants be supported
to engage meaningfully in dialogue with research staff and that individuals be encouraged
to express their choices and preferences for information disclosure. This research sets out
to explore the views of clinical research participants on aspects of healthcare service,
including the process of informed consent. This is to be encouraged, so that evidence can
be generated on what is most important to patients, especially during information disclosure
for clinical research. The current position recognises that no one, not even expert
professionals, can decide what is right for another human being, as to be human is to be
enabled to deliberate and make R Q Hb¥W choice, except for situations where the person is

determined to lack capacity (Benjamin and Curtis, 2010; Mental Capacity Act, 2005).

Voluntariness without coercion

Freedom of expression (ECHR, 1950; Human Rights Act (1998), Article 10) is the third
essential element for a valid consent (Medical Protection Society, 2015; HRA, 2017). A
person must be able to give their consent freely, after having deliberated on the information
provided to them and having the mental capacity to do so (Medical Protection Society,
2015). In enabling informed consent in health and clinical research, it is acknowledged that
patients may be put under pressure by others to accept an investigation or treatment, or to
take part in research (Pelto-Piri et al, 2019; Largent, 2017; BMC, 1995). To safeguard the
rights and well-being of patients, it is required that healthcare professionals make efforts to
support patients to consider all available options and enable patients to reach their own
decisions (Mellado, 2016; Hardicre, 2014; Gupta, 2013; Kirby, 1983; The Belmont Report,
1979). In healthcare, voluntariness includes ensuring that patients are aware of their right to
refuse treatment or to refuse participation in a proposed research study without
repercussions (GMC, 2010; Nelson and Merz, 2002 7KH SDWLHQ @ fhdicemHusL VLR Q
then be respected without undue pressure on the patient either directly or subtly (Blitzer
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and Sade, 2020; HRA, 2017). Thus, the Health Research Authority (HRA, 2017) in their

JXLGDQFH GRFXPHQW RQ FRQVHQW IRU UHVHDUFK KDYH DGGHG
fundamental ethical and legal principles underpinning a valid consent. Voluntary choice is

onethatiV XQUHVWUDLQHG E\ LOQOWHUIHUHQFH DQG XQLPSHGHG E\ C

Merz, 2002) WKHUHIRUH pD IDLU FKRLFHY FDQ EH WDNHQ DV D FRPS

Philosophical foundations of informed consent

Autonomy

Ethically, the moral basis of consent is underpinned by the four principles of healthcare

ethics, namely: autonomy, beneficence, non-maleficence, and justice (Casswell, 2012;

Duncan, 2010; The Belmont Report, 1978). In the words of the Royal College of Nursing,

gutonomy is the ability of an individual to make reasoned decisions about issues that affect

them 2004 pg. 4). The principle of autonomy recognises that a person has the right to

control his or her own life, so far as he or she possesses the capacity to think and reason,

and the ability to action their thoughts (Duncan, 2010). Through the emphasis on freedom

of choice, the informed consent process recognises the need for autonomy of action, and to

do so without any formof UHVWULFWLRQ LQ DV PXFK dnbtQ LQGLYLGXDOT
deliberately or inadvertently infringe on the autonomous right of others (ACOG, 2016). To

respect a person is to respect their autonomy by seeking their wishes around decisions

about their healthcare, and about their choices in healthcare research (RCN, 2009).

Seeking informed consent before any clinical research procedure therefore respects a
SHUVRQYV PRUDO ULJKW WR HBE&MiationQhatéby Bupbpeting @& WR VHOI
S D W & fire@ddhf[to make decisions on issues of his/her health, medical planning and care

(ACOG, 2016).
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Beneficence

The ethical principle of beneficence relates to a moral commitment by healthcare
professionals to ensure they provide treatment that will benefit those under their care
(Duncan, 2010). It is a moral obligation that links the concept of informed consent to the
Hippocratic Oath, requiring that the clinician use his/her knowledge and expertise to benefit
and help the sick, to the best of his/her ability (Green, 2017). Informed consent could
therefore be seen as a reminder of these responsibilities to respect and safeguard the
dignity and well-being of patients (Cassell, 2012). In the context of clinical research,
McFarlane (2009) affirms that moral virtues ought to be lived out at all stages of the
research process. The concept of informed consent requires clinical research participants
to be treated with respect by ensuring that research staff do not deceive research
participants as to the purpose of the study or its intended benefits (McFarlane, 2009;
Benjamin and Curtis, 2010). The process of informed consent therefore needs to be
respectful of the person and his or her individual circumstances, being attentive to the
levels of risk of harm to the patient and ensuring that the expected benefit of the research

outweighs the chances of harm to the patient (WMA, 2013).

Non-maleficence

Similarly, the principle of non-maleficence requires that healthcare professionals must not
seek to harm their patients (Hawley, 2007). While the principle of beneficence requires that
a healthcare professional actively seeks to do good in the best interest of his or her patient,
the principle of non-maleficence requires the healthcare professional not only to avoid doing
harm, but to also ensure he or she avoids the risk of harm to those under his/her care
(Hawley, 2007). In medical care, Casswell (2012) compares the principle of non-
maleficence to the principle of beneficence in terms of when doctors must manage scarce
resources and so must consider the fates of different individuals if treated (doing good), and

their fate if left untreated (avoiding the risk of harm).
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Justice

The ethical principle of justice points to a fair and right action that assures equality with
others (Hawley, 2007; Gelling, 1999). Justice does not mean that everyone could or should
be treated as identical, or that every patient can be given the same medical treatment.
Rather it encourages healthcare professionals to exercise due care in the manner they treat
or care for individual patients (Growther & Smythe (2016). It considers that no patient
should be disadvantaged in the quality of care they receive for reasons of socio-economic
status, race, gender or religion (Hawley, 2007). Rather, treating people justly involves
RITHULQJ FDUH WKDW LV DSSURSULDWH WR DJSRHDQVIWHKAGHWSIVWLHELY
medical or social care needs, just as would be done for any patient, without discrimination
or bias (Beauchamp, 2017). In research, the principle of justice obliges investigators to
exercise due diligence at all stages of the research process. Specifically, the guidance for
research provided by the GMC urges that clinical researchers must make sure that
decisions at all stages of research, especially for recruitment, are free from discrimination
and respect S D U W L Fdg&alitpane\dfiersity. You should take all reasonable steps to
make sure that people eligible to participate in a project are given equal access to take part
DQG WKH RSSRUWXQLW\ WR EHQHILW Rrin&dghe YOKIHclinid HDUFKYT *0&
research therefore, justice could be demonstrated in the manner that researchers identify or
recruit potential participants to ensure that no one is disadvantaged from taking part in
research should they be eligible to do so (Hurd et al, 2017; Nilsen et al, 2013). On the other
hand, the principle of justice may seek to protect vulnerable individuals from over-
volunteering for research participation, to safeguard and protect vulnerable groups (GMC,
2010: Principle 17). To act justly, clinicians therefore need to be transparent, honest and
open, avoiding unfair discrimination at all stages of the research process. This will include
ensuring that the wishes, needs, decisions and preferences of potential research
participants are respected without bias, regardless of age, gender or any other physical or

social factors relating to the individual. Through such commitment to ethical practice and a
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positive research culture (Wilkes and Jackson, 2013), the principle of justice can promote

inclusivity and fairness.

Figure2 Philosophicaloundations of informed consent

Steps for implementing effective informed consent processes in clinical research

So far, it can be seen that informed consent is multifaceted, comprising of intentionality,
understanding and free will (Faden and Beauchamp, 1986). Hence, Savulescu and
Momeyer (1997) warn against a rational belief of informed consent as merely an
autonomous authorisation. It has been argued that clinicians have a duty of care not to
abandon their patients to irrationality and rather, must support their patients to deliberate
more effectively towards rational decision-making (GMC, 2008). Therefore, care should be
taken to ensure that the patient is empowered to take part in the decision-making process
for either medical procedures or clinical research, unless where there is a legal counsel of
incompetence in place (DH, 2005b: Mental Capacity Act, 2005). The GMC (2008)
recognises that ensuring decisions are made freely is largely down to the training and

experience of the person taking consent. The requirement is that everyone involved in the
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conduct of clinical research should be qualified by education, training and experience to

perform his or her respective task (WMA, 1964, ICH-GCP principle 2.8).

Yet, for novice researchers new to clinical research and all those unfamiliar with the
informed consent element of the research process, there is a scarcity of concise and
accessible evidence-based information on an effective informed consent process with
adults volunteering for clinical research. Conversations with professional colleagues and
peers on the subject, combined with a review of healthcare literature revealed a gap in

knowledge.

This section examines system theories and norms with regard to the process that need to
be followed in the conduct of a valid informed consent process for participation in clinical
research. To enhance credibility, the section draws upon available evidence from
professional bodies, government and authoritative research on the subject, to provide a
practical and accessible 10-step guide. The aim is to review and collate evidence-based
strategies for achieving a valid informed consent process for participation in clinical
research. Process refers to the steps that must be followed or a series of things that should
happen in order to achieve an established outcome.

Step 1: Considerations for study review, approval & invitations :

The literature reviewed so far appears to suggest that the process of informed consent
starts at the early stages of the research proposal. This is the stage when the researcher,
having thought through the research process, prepares to enter negotiation with
governance committees to obtain a favourable opinion from the relevant REC and
institutions (DH, 2011; Macfarlane, 2009). REC reviews complement UHVHDUFKHUVY| RZQ
consideration of the ethical issues and their involvement of service users (DH, 2011). At this
stage, the researcher must consider carefully how best to inform potential participants
about what taking part in the proposed study may mean for them, any anticipated risks,
burdens or intrusions (HRA, 2019; DH, 2011; Rosse and Krebs,1999). For example, if

written information is to be provided to potential participants, then the content, design, style,
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and language of the consent documents ought to be user-friendly, person-centred, and
mindful of the literacy level of the target population (RCN, 2019; Pick et al, 2014).
Communicating scientific information to members of the public, often with limited literacy
and possibly from diverse sociocultural backgrounds, can be challenging for all parties
involved (Kadam, 2017; Cousin et al, 2013; Holmes et al, 2012). Yet, researchers are
guided to make sure that decisions at all stages of research, especially for recruitment, are

free from discrimination (GMC, 2013).

Consent documents usually include zbut are not limited to *study invitation letters, the
Participant Information Sheet (PIS) and the consent form (HRA, 2019). The HRA document
KRQVHQW DQG 3DUWLFLSDQW ,QIRUPDWLRQ *XLGDQFHY SURSRYV
range of information media other than a written information sheet, including audio, video or
online materials as appropriate (HRA, 2019). Their 104-page guidance document covers
wider aspects of consent in adults, children, young people and adults lacking capacity, and
considers UK-wide requirements. While the document does provide a comprehensive
information on the considerations for study review and approval requirements, it is a lengthy
read at a time of conflicting demands on a researcher. Hence this 10-step summary of the
evidence will focus on adults with capacity to consent. There does not seem to be any
published order as yet in the UK, on steps to seeking consent (DH, 2009).

Step 2: Consider how to approach potential research participants: by whom, when,

how?
Another important part of the considerations for any governance submission and in the

conduct of the informed consent process involves decisions on how to invite or signpost

patients to ongoing studies. With regards to identifying and approaching potential clinical

research participants, a HRA report (2015), as part of its consultations in the development

of the recent UK Policy Framework for Health and Social Care Research (HRA, 2017), gave

insight into the wishes of service users. According to the report, members of the public

preferthat WKH PDLQ FOLQLFDO VWDII datd shelrdhevie h® kight U SDWLHQW V

access patients fecords for the purposes of clinical care and/or research. Hence, it is
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XQGHVLUDEOH IRU VWDII RXWVLGH RI WKH FOLQLFDfor WHDP WR
whatever purpose, including for research purposes (HRA, 2015). Nonetheless, the position
of the UK Policy Framework for Health and Social Care Research for almost all research
conducted in the UK is that the person seeking consent must: understand the protocol and
the implications it may have on the people involved; understand the alternatives that may
be available to potential participants, including treatment alternatives; have the ability to
communicate effectively with potential participants, including explaining complex
scientific/medical concepts; and be able to support a decision of free will, avoiding undue
influence (HRA, 2017). It went on to emphasise that informed consent must not be obtained
under any form of duress or undue influence from health professionals, family or friends.
Notwithstanding, the view of members of the publicis WKDW DFFHVV WR SDWLHQWVT |
be limited to NHS staff from the same institution in order to limit data sharing unless there is
a clinical need to do so or where individual patients have otherwise given permissions
MFRQVHQW WR DSS RBRIB)FHKIiQ¢nfonEs a pr&&ence for clinical staff to
identify and invite potential patients to take part in relevant clinical research. In that regard
however, there are concerns that patients may feel increased pressure to take part in the
resesarch wKHQ LQYLWHG E\ WKHLU FOLQLFLD Qade-oVadeW® ROQHEW KDUG
own doctor (HRA, 2015: Identifying and recruiting participants for health research).
Ultimately, the Declaration of Helsinki (2013) recommendation is that physicians should be
particularly cautious when seeking informed consent for clinical research if the potential
participant is in a dependent relationship with the clinician, as the patient may agree to take
part under duress (WMA, 2013, principle 10 as amended). They suggest that the process of
informed consent for research should only involve staff who are not engaged in the
proposed stud; and who are completely independent of an official relationship with the
patients (WMA, 2013). Clearly, a dilemma exists, necessitating further clarifications in this

regard.
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Step 3: Consider | ocation for conduct of consent , prioritising patient.
As with other elements of the research process, it is expected that issues concerning the

location for the conduct of informed consent needs to be thought out at the development
stage. Once the considerations for screening and identification of potential participants
have taken place, and patients have expressed interest in taking part in the research, the
next logical step is to meet with the individual in person to discuss the study information in a
conducive environment; ensuring that the time and place are appropriate (RCN, 2017: RCN
Principles of Consent). In doing so, a number of considerations are advocated. First,
carrying out the procedure in locations and at times convenient to patients may encourage
patient involvement (RCN, 2019). Second, patients must be given the time and space, as
far as is reasonably practicable, to weigh up their options before arriving at a decision
(Taylor, 2018). Third, it should be person-centred, to ensure that any persons whose
involvement would help the participant decide are present (RCN, 2017). Ultimately, a
person cannot be regarded as having been given practicable help and support to make a
decision unless reasonable steps have been taken by the clinician or researcher to enable
the patient to make a competent decision of their own (RCN, 2017). It is proposed therefore
that care must be taken to find out from the patient where he or she may wish to discuss
the study information, and any preference that the patient may have regarding the
involvement of significant others in the informed consent process. The clinician or
researcher should then take the patient § preference into consideration, being respectful of
their wishes. The patient § view must be determined at various levels to add to the body of
knowledge of where and how they prefer to be spoken to during the disclosure of study
information for clinical research participation.

Step 4: Initiate , establish and maintain partn ership with patient

When meeting with potential participants to seek consent for research, the RCN guidance is
that research staff must set the scene for dialogue, at an appropriate location, and be
prepared to actively promote patient involvement and engagement at every point in the

research pathway, including priority setting during the process of informed consent (RCN,
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2019). Establishing and maintaining partnership with the patient is one way of fostering trust
between research participants and researchers (Perez-Merino, 2014), without which, the
guality of research data may be jeopardised. The researcher needs to think about the
important components of trust, and how a trusting relationship can be built, establishing
rapport in what may be a very limited space of time (Pick et al, 2014). Without trust, patients
may not be able to open up to the researcher in an honest manner, which could affect the
guality of the data obtained. Since informed consent happens in the early stages of the
research process, it is suggested that the researcher seeks to engage with potential
research participants in a manner that is open and honest, giving accurate information and
communicating with patients in a kind, considerate and respectful manner (GMC, 2010:
Good practice in research). Fidelity and veracity are emphasised (Hawley, 2007). Fidelity
involves an obligation to the fundamental principles of the informed consent process, and of
the professional codes of conduct (as applicable), while YHUDFLW\ UHODWHYV WR WKH L
ability to maintain honesty and to refrain from deceitful acts (Hawley, 2007). The researcher
QHHGY WR EH DEOH WR VKRZ DQG VXVWDLQ JHQXLQH LQWHUHV\
attending sensitively to their concerns and avoiding a rigid attitude to truth telling, or rushing
in with information before the patient is ready to receive it (Pick et al, 2014). This approach
is best practice in considering the whole person; being respectful of the impact that the
experience of illness may have on the person before proceeding to disclose study
information. A person-centred approach to informed consent will serve to enhance
voluntariness. The voluntariness of an individual may be affected by various factors such as
intellectual and emotional maturity to make complex decisions; illness-related
considerations; religious and cultural values; economic and care burden; and their
relationship with the caregiver (Growther & Smythe, 2016; Gupta, 2013).

Step 5: Ensure a dequate and accurate disclosure of study information , enabling

active involvement.
The giving of adequate and accurate information is an essential component of the informed

consent process (Kennedy, 2001). It is a crucial part of developing a patient-centred service
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that is respectful of a patient § right to self-determination (Perez-Merino, 2014; Beauchamp
and Childress, 2013). Without accurate and adequate information, patients will not be able
to make an informed decision. As mentioned previously, the recent Supreme Court ruling in
Great Britain sparked a new focus for a person-centred approach to information disclosure
in both clinical practice and research (Montgomery v Lanarkshire Health Board, 2015).
There has been a change of perspective, with emphasis on the adequacy of relevant
information. More than ever, an attitude of openness, honesty, and provision of adequate
information to patients is advocated (DH, 2002: Response to Bristol Inquiry; DH, 2005;
GMC, 2008). In research practice, professional self-interest is unethical and must be
avoided (Mahase, 2019; Beckford & Broome, 2006) likewise, medical paternalism is
indefensible, especially in the disclosure of information (Montgomery v Lanarkshire, 2015;
Hall, 2001; Sidaway v Board of Governors of the Bethlem Royal Hospital and the Maudsley
Hospital, 1985; Bolam v Friern Management Committee, 1957). Instead, research
participants are to be recognised as intelligent collaborators in decisions involving their
body and life (Montgomery v Lanarkshire, 2015; GMC, 2008; Hall, 2001). Healthcare
professionals and doctors no longer have the right to decide what the patient needs to hear
and how that information should be presented without partnering with the patient (Sidaway
v Board of Governors of the Bethlem Royal Hospital and the Maudsley Hospital, 1985). The
current code of practice mandates healthcare professionals to be open and honest with
participants and colleagues when sharing information about any investigation or
intervention, and to answera SDWLHQW{V TXHVWLRQV KRQHVWO\ DQG DV IX

2010: Principle 22; Montgomery v Lanarkshire, 2015).

The informed consent process should be one of meaningful information exchange between
researchers and study participants (Pornpimon et al, 2017). Patients must be given enough
information to enable them to make an informed decision (GMC, 2013). However, how
much information to be disclosed should depend on individual circumstances, so needs to

be tailored in a flexible manner to accommodate a person-centred approach to consent
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(GMC, 2013; GMC, 2008). In clinical practice, the ethical recommendation is that the
professional should discuss information with patients depending on their needs, wishes and
priorities; their level of knowledge and understanding of their condition, prognosis and
treatment options; the nature of their condition, the complexity of the treatment; and the
nature and level of risk associated with the proposed investigations or treatment (GMC,
2008). In clinical research, understandably, it is common practice for consent forms to be
pre-populated with certain vital information beforehand such as the nature of proposed
investigation or intervention, itemised risks, benefits and alternatives (HRA, 2017). The UK
Policy Framework for Health and Social Care Research recognises that consent needs to
be person-centred and transactional and puts forward a set of information that should be
discussed with potential clinical research participants. This includes: a clear statement that
the proposed activity is research and not standard treatment; the condition or treatment
under study; alternatives to participation; what will happen to participants during or after the
study; the potential benefits or risks; any treatment that may be withheld (where applicable);
sharing or dissemination of the research outcome to participants; randomisation and
blinding details (where applicable); screening and exclusion criteria; involvement of the
SDUWLFLSDQWYV *3 H[SHQVHV DQG SD\PHQWYVY LPSDFW RQ LQV>
various other elements (HRA, 2020). There is a need to understand more directly the sorts
of information that real-life clinical research participants find useful in their decision-making.
The experience and perspectives of real-life clinical research participants will support
clinical researchers in achieving a patient-centred informed consent process. Patients are
to be encouraged to make their own free decision as much as possible, though information
cannot be forced on them, should the patient not wish to hear it (Appelbaum, Lidz and
Klitzman, 2012).

Step 6: Appraise and e stablish mental capacity

The Mental Capacity Act (MCA) (2005) sets out a statutory framework for making treatment
decisions for people who lack the capacity to make such decisions themselves; as well as
the legal requirements for assessing whether a person lacks the capacity to decide. The
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OHGLFDO BURWHFWLRQ 6RFLHW\ DGYLVHVY WKDW WKH DVVHVVPH
based on his/her ability to understand, retain, and weigh the information relevant to a

particular decision; and the person must be able to communicate the decision (Medical

Protection Society, 2015). In all circumstances however, the default position is to assume

that all adults have capacity unless proven otherwise (MCA, 2005; Medical Protection

Society, 2015), therefore deviation from the fundamentals of the Mental Capacity Act would

only be necessary if there are reasons to suspect that the individual may lack capacity. In

such situations, comprehension and freedom in consenting must be evaluated (Shafig and

Malhotra, 2011; The American College of Obstetricians and Gynaecologists (ACOG),

2016). Comprehension as an element of the informed consent process (GMC, 2013; British

Educational Research Association (BERA) (2011) can be assessed by checking the

SDWLHQWYV DZDUHQH V \Wfbigher 3it@atoH ahd wher@&énfal elements of

the study information (Shafig and Malhotra, 2011; ACOG, 2016). This may involve using

simple language and asking the patient to repeat what they understood in their own words

(ACOG, 2016; Pasek, 2000),and FKHFNLQJ WKH SDWLHQ \hé&inMigitQoGHU VWD QG L (
select a course other that what may be recommended (WMA, 2013; GMC, 2013).

Step 7: Allow time for de liberation QRWLQJ SDUWLFLSDQWITV ULJKW WR UHI.
The patient should be allowed as much time as he or she needs (Appelbaum, Lidz and

Klitzman, 2012). Apart from an emergency situation, where a decision may need to be

made quickly and where patients may have to be encouraged to accept a particular

intervention to save a life (GMC, 2013; Gupta, 2013; Neff, 2008; Parvizi et al, 2008), the

suggestion is that patients should be supported to deliberate on the information provided to

them, and not be discouraged from asking questions (GMC, 2015; Maclean, 2009).

Informed consent is considered a process fand not a one-off procedure (Medical Protection

Agency, 2018; Santillan-Doherty, Cabral-Castaneda and Soto-Ramirez, 2003), so there

should be no expectation that patients must give their permission when summoned to do

so. Indeed, it is considered good practice to acknowledge to the patient that he/she can
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take as much time as needed, with the reminder that he or she could accept or decline to

consent (Maclean, 2009).

Comprehension (or understanding) and voluntariness have been considered as most
fundamental when seeking informed consent from potential participants (GMC, 2013;
ACOG, 2016). In recognition of the ethical and professional duties of care, healthcare
professionals are guided to encourage and support potential research participants to an
informed and voluntary decision about accepting or declining involvement in research or
medical care (GMC, 2013). Communication and dialogue are therefore necessary for
meaningful consent to be realised (Gomez-Zuniga et al, 2019; Cousin, Mast and Jaunin-
Stalder, 2013; Brown et al, 2004). It is the responsibility of the research staff conducting the
procedure to ensure they facilitate communication not only in individual relations with
patients but also in accordance with ethical concepts of informed consent (WMA, 2013).
The patient must be supported and allowed enough time to deliberate and determine the
meaning of what he/she undergoes (European Medicines Agency (EMA), 2015). This might
include the opportunity to discuss with significant or trusted others, such as family members
or physicians. Time for deliberation may therefore be deemed as a pre-condition to a
patient § capacity to understand and to consent (ACOG, 2016), so must not be taken for
granted. The individual might also be allowed time away from the research staff or team, to
PLQLPLVH WKH GHJUHH WR ZKLFK WRB\VMW\QDOMXN QHHOWKY D VRISH. C
decision. There appears to be limited evidence about the length of time that is required;
rather, professionals are guided to give patients time to reflect, before and after they make
a decision, especially when sharing complex information (GMC, 2010), which is often the
case in research. In cases where a time limit is warranted for practical reasons, the patient
needs to be advised in a considerate manner and informed of who they should contact if

they have further questions (GMC, 2010).

Although not considered manipulation or coercion (Beauchamp, 2017), care needs to be

WDNHQ WKDW SURIHVVLRQDO SHUVSHFWLYHYVY GR QRW XQGXO\ L
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making, by ensuring that patients are allowed sufficient time to reflect on information
provided before they should give their decision (ACOG, 2016). At present, there is no
operative measure for verifying free consent in concrete instances (ACOG, 2016), therefore
the onus is on the investigator to exercise due conscience in the manner he/she enables
human freedom and, by extension, the integrity of scientific research outcomes.

Step 8: Document consent discussions & outcome

According to the ICH-GCP guideline, all clinical research information should be recorded,
handled and stored in a way that allows accurate reporting, interpretation and verification of
data (WMA, 2013 as amended, ICH-GCP principle 2.10). It is normal practice to sign a
consent form as a way of documenting consent, which must then be filed within the
SDWLHQWVY PHGLFDO LbvRdd|Halldwel &l Showden et al, 2017; GMC,
2013). However, the legal understanding is that a signature on a consent form alone does
not constitute a valid informed consent legally or ethically (Medical Protection Society,
2018). Rather, the best practice standard is to write down the essential elements of
discussions with the patient after sharing all the necessary information with the patient
(Medical Protection Society, 2018; Lawton, Hallowell and Snowden et al, 2017). For that
reason, the consent document should not be pre-empted but should reflect WKH UHVHDUFKHU
interaction with each patient, and is unique to each individual. It should capture the
concerns expressed by each patient, the questions asked, the responses given and
whether the patient was satisfied with the explanations before giving consent (Medical
Protection Society, 2018). Hence, it may be said that verbal consent is just as valid as a
signed consent form, providing it is withessed (Medical Protection Society, 2018). In the
words of the RCN, pWKH YDOLGLW\ Rl FRQVHQW GRHV QRW GHSHQG RQ
Consent can be expressed in writing, verbally or non- Y HU E @@ 0 p§.10). The default
legal position, however, is to get written consent from participants if possible and to record
the key elements of any discussion about their decision to take part in the research (GMC,

2013).
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Step 9: Reassure and a cknowledge consent as ongoing and ensure continuing
permission
As stated previously, consent is a process that results from open dialogue with individual

patients, and not merely the signing of a form (Medical Protection Society, 2018). Consent
is deemed an ongoing process in the sense that it is considered a good and moral practice
to inform participants if new knowledge emerges during the progress of a study, which may
LQIOXHQFH D SDUWLF L SdvayVéex aterifitial/doRsent\Walt bZdn\yiven
(Gelling, 1999). In this regard, a research participant must be informed of their right to
withdraw and be supported by ensuring that truth is communicated at every stage in the
research process. Seeing informed consent as a process and not as an administrative
exercise, Santillan-Dohery (2003) suggests that informed consent is no different in either
clinical or research practice and must involve a meaningful engagement through continuous
dialogue between healthcare professionals and the patient. The * 0 & { &kplanatory
JXLGDQFH IRU p*RRG SUDFWLFH LQ UH WRRQ) sukipdiQtBatfiR QVHQW W
safety, dignity and wellbeing of participants must take precedence over the furtherance of
knowledge, even where such ongoing dialogue might lead to withdrawal from study.

Step 10: Process and protect data, upholding research integrity

Various elements of the research process, including the process of informed consent
LQYROYHV DF F Hs\persendd datd, And 4 QsvAally carried out with consent from the
individuals concerned (ICH-GCP, 2019; The Belmont Report, 1979). u&ients need to
understand how information about them will be collected, stored and used, and how their
confidentiality and privacy will be protected {GMC, 2010 pg. 20). In that regard, the
confidentiality of records that could identify research subjects should be protected, to
respect research participants S U Lity &€&odrdance with data protection regulations (The
,QIRUPDWLRQ &RPPLVYVLR®:Hdo Matd ProtEdon Regulations (GDPR);
2018). Two ways of protecting the personal data of research participants are:
pseudonymisation and anonymisation (The Information & RP P L V V L Rftxcel (ICDY 2218;
The General Data Protection Regulation (GDPR), 2018). Anonymisation refers to when a

person § data is changed in such a way that their personal details are no longer identifiable
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to others (ICO, 2018); whereas pseudonymisation is a lower level strategy that involves
changing D SHUYVR Q 1 Ven@ubeRh¢ir\priRacy (ICO, 2018). When undertaken
effectively, anonymised data is considered safer legally, given that the data subject is no
longer identifiable (ICO, 2018). In the current climate of digital interactions and information
rights, such as the Freedom of Information Act 2000, it is highly recommended that
clinicians and researchers take adequate care to minimise accidental misuse of identifiable
information relating to research participants (ICO, 2018), as this may leave an individual
open to damage, distress or financial loss, as well as potential organisational damages

(ICO, 2018).

To ensure safe handling of identifiable information during the process of informed consent,
some of the good practice standards and practical measures include seeking consent for
the disclosure of the data (GMC, 2017). In doing so, the professional needs to explain the
possible consequences and any measure to lessen potential consequences of disclosure
(ICO, 2018). Data must only be shared within closed communities where possible; and
rigorous anonymisation measures must be adopted where any form of identification may
breach data protection principles (ICO, 2018). Other measures may include redacting
LQGLYLGXDOVY QDPHV IURP GRFXPHQWY EOXUULQJ YLGHR IRRY
disguising or re-recording audio material; and changing the details in a report, such as
precise place names, dates etc. (ICO, 2018). Any planned measure for the safe processing
DQG VWRUDJH R Id&gdid hvay freedat®R dis¢yssed and agreed with each
potential participant during the process of informed consent, even after organisational
governance approvals have been obtained (BMA, 2020; GMC, 2017; Data Protection Act,
2018). However, individuals do not actually have the right to prevent the anonymisation of
their personal data in the sense that effective anonymisation should not cause unwarranted
damage or distress to data subjects, as that is the central aim of data anonymisation (ICO,
2018). Hence, it is a matter of ethical regard to inform potential research participants that

their data may be anonymised, although legitimising the process of anonymisation by
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seeking consent from individual data subjects is not a legal requirement (ICO, 2018). If after

discussion of planned data protection measures, the potential participant has further

TXHVWLRQV RU FRQFHUQVY WKH UHVHDUFKHU LV botestyfi G WR DQ
DV IDU DV SUDFWLFDO DQG DV IrEpi@\(GME, 0K H USIDMEYHIGW TV QHHG
important that patient understands the options open to them, and their right to refuse to take

part in teaching or research should they not be satisfied with the planned arrangements

(GMC, 2017).

Tablel 10-step plan to effective informed consent process

1.  Consider ethical and methodological implications in readiness for
REC review, approval and invitation process.

2.  Consider task allocation and delegation of duty - by whom, when,
how?

3.  Consider conducive location for the conduct of consent, prioritising
patient welfare.

4, Initiate, establish and maintain partnership when meeting with
patients .

5.  Ensure adequate and accu rate disclosure of study information,
enabling active involvement

6.  Appraise & establish mental capacity

7. Allow time for deliberation, noting a SDUWLFLSDQWTTV ULJKY

8. Document consent discussions & outcome

9. Reassure and acknowledge consent as ongoing, noting continuing
permission .
10. Process and protect data, upholding research integrity.

Summary of chapter
To summarise, this chapter has explored ethical and legal guidelines for clinical research,

rooted in historical incidents relating to unethical and illegal human experimentations since
World War 2 (1939 +1945). Evidence has shown that science is not without risk and there
is a belief that patients, as autonomous human beings, must no longer be subjected to

human experimentation without being truly made aware of the uses that will be made of
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them. International and UK guidance has been reviewed to produce a 10-point overview,
which guides the process towards upholding ethical standards in clinical research practice.
There remains a goal to prevent ethical violations in the conduct of clinical research. This
goal is as deep and important as ever LQ W R G D\ {, WhEr®@th® divéht unprecedented
global Covid-19 pandemic has threatened the reserve of even the most conscientious
nations in the wilful pursuit for effective treatments. The predicament between ethical
research and the advancement of scientific knowledge is currently so profound that the
President of The United States of America, in a recent tweet, accused the U.S Food and
Drug Administration (FDA) of slowing down vaccine production in the interests of research
ethics, sayingthey were «PDNLQJ LW YHU\ GLIILFXO Wgdthhébpe ihXrdleFRPSDQLF
to test the vaccines and therapeutics I h& President alleges this slows down the
development of coronavirus vaccines (Oppenheim, 2020, The Independent World News:
23.08.2020). Understandably, the observance of ethical research principles at real-life
fronts remains complex. The next chapter will review the practical issues that have
persisted in making ethical research and the informed consent process particularly
problematic, highlighting what is known in the literature from both expert and patient

positions.
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Chapter 2

Literature Review
Introduction

Having discussed the background to the ethics of informed consent and the emergence of
regulatory protocols in medical research practice in the previous chapter, this chapter
presents what is known about the views of stakeholders on the practical implementation of
ethical research protocols at grassroots level where it matters most. The various regulatory
protocols protect the rights, safety, dignity and wellbeing of those who volunteer their time
to participate in clinical research, and facilitate and promote ethical research for the benefit
of the participants, science and society (British Medical Association (BMA), 2020; European
Medicines Agency (EMA), 2017). This chapter identifies how the measures for ethical
research practice are understood and implemented by those at the front line of ethical
research practice. The chapter will identify gaps in the knowledge and determine the
reasons for such gaps (Sandelowki and Barroso, 2003), in order to clearly defining the

research objectives.

Literature search strategy

Medical research literature published between 2001 and 2020 was examined. 2001 marked
the initial introduction of the UK Research Governance Framework (RGF) and a renewed
emphasis on informed consent as the heart of ethical research (DH, 2001). The review was
completed initially in 2013 at the early stages of this PhD, and was focused primarily on the
literature published between 2001 and 2013. The search was subsequently repeated yearly
to capture and keep abreast of emerging evidence. Search terms/phrases used were
tonsentV" $1' SDWLHQWYV $1°' 3L QIRNDRUBKMIt WRs@ntckoatdd Wit the

WHUPV pFRQVHQWY DQG pSDWLHQWVY ZRXOG EULQJ XS UHOHYD
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and research literature, which allowed for more comprehensive screening of available

HYLGHQFH 6LPLOD padent WKIRR SRDWYRG VKHHWV caxé& ¥ ndi@ WLFLSDW
diverse range of literature than would be achieved if the search term was limited to

SUHVHDUFK SDUWLFLS D Q WTWi$ jud@enfeutRvBs\thade @IIvng Hpdatéd
VHDUFKHYV ZLWK RWKHU WHUPVRRPPLDW HHWY HDEBRWGHCFOMWMKIL F O
which either brought up irrelevant literature or unmanageable sources of information. The

chosen phrases were successful in bringing up targeted and relevant sources. Databases

searched included Web of Science (WOS), CINAHL, MEDLINE, and Cochrane Library. UK

was included to target the ethical and regulatory context within the UK National Health

Service (NHS). However, it must be emphasised that issues of ethical research conduct are

of global significance (Ochieng et al, 2013; Munung, et al, 2016; Gammelgaard, Motensen

and Rossel, 2004). Databases were selected for their subject specialism, although further

searching was undertaken via manual review of reference lists within relevant hits and key
professional and government policy documents as applicable. The findings of the review

relate WR p([SHUW F R Qdiidhts @onferDs@ Tabje? outlines the search strategy.
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Table2 Literature search strategy

Database Year Search phrase Search modes & No. ofsearch results
filters
Web of 200120 | Consents AND Patients AN| Boolean/phrase; 18
Science Patientinformation sheets | English Language;
AND UK 20012020
Web of 200120 | Corsents AND Research Boolean/phrase; 88
Science ethics comnittees AND UK | English Language;
2001-2020
Web Science | 2001-20 | Consents and clinical Boolean/phrase; 287
research AND UK English Language;
20012020
Medline (via | 2001-:20 | Consents AND Patients AN| Boolean/phrase; 21
ProQuest) Patient information sheets | English Language;
AND UK 2001-2020
Medline (via | 2001:20 | Consents AND Research | Boolean/phrase 186
ProQuest) ethicscommittees AND UK | English Language
Medline (via | 200120 | Consents AND clinical Boolean/phrase; 426
ProQuest) research AND UK English Language
CINAHIwith 2001-20 | Consents AND Patients AN| Boolean/phrase; 1
Full Text Patient information sheets | English Language;
AND UK 2001-2020
CINAHIwith 200120 | Consents AND Research | Boolean/phrase 28
Full Text ethics committeeAAND UK | English language
2001- 2020
CINAHIwith 2001-20 | Consents AND clinical Boolean/phrase; 44
Full Text research AND UK English language;
2001- 2020
Cochrane 2001-20 | Consents AND Patients AN| Boolean/phrase; 81
Library Patient information sheets | English Language;
AND UK 2001-2020
Cochrane 2001-20 | Consents AND Research | Boolean/phrase Central Tials database
Library Ethics Committeéin Title English language; | =95
Abstract Keyword) 2001- 2020 Cochrane reviews =0
Editorials = 0
Cochrane 2001-20 | Consents AND Clinical Boolean/phrase; Central Register of
Library research AND Ufn Title English language; | ControlledTrials =543
Abstract Keyword) 2001- 2020 Cochrane reviews =0
Editorials = 2
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Existing knowledge

Chapter one explored the historical context underpinning research ethics. The fundamental
goal of various frameworks for ethical research is to protect and safeguard the dignity and
well-being of those who volunteer to advance scientific knowledge by offering to take part in
clinical research. The underpinning principle is that healthcare research involving human
beings or human tissues must conform to the generally accepted ethical and legal
principles; the responsibility for this rests with the healthcare professionals conducting
clinical research at every stage of the research process (WMA, 2013). For these reasons,
Research Ethics Committees ensure that participants, funders, sponsors, employers, care
organisations and healthcare professionals are provided with an independent opinion on
the extent to which clinical research proposals comply with acceptable ethical and legal
principles before a favourable opinion to proceed can be given (NRES, 2011; HRA, 2017).
Research Ethics Committees seek to ensure that the process of informed consent, and
more specifically the Patient Information Sheets, reflect all relevant aspects of ethical
research legislation and that information will be explained adequately to potential research
participants. The outcome for REC is to issue either a favourable opinion, a provisional
opinion or an unfavourable opinion (NRES, 2011; HRA, 2017). Favourable opinion means
that the research proposal is approved without need for modification and can proceed to
initiate arrangements with hosting institutions; a provisional opinion means that
amendments or further clarifications are required before the research proposal can
progress; an unfavourable opinion means that the study did not meet ethical and legal
standards, and should not go ahead (NRES, 2011). This is how RECs function as
regulatory stewards for legal and ethical requirements at the development stage of a
research proposal, enabling quality control (Kolstoe, 2019). With this in mind, the first
literature theme identified is that RECs cause delays with research and are overly

bureaucratic.
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REC Reviews seen as bureaucratic and causing delays

While the need to ensure appropriate checks are conducted before research involving
human participants can commence is well established (NRES, 2011; HRA, 2017; Office for
Human Research Protections, 2016:The Belmont Report 1979; WMA, 2013), there have
been longstanding concerns by various stakeholders about complicated processes and
delays (Ennis and Wykes, 2016; Armstrong et al, 2012; Snooks et al, 2012; Knapp et al,
2011, Fortune et al, 2008; Hallowell et al, 2008; Robinson et al, 2007; Oliver, 2006; Stead
et al, 2005; Cox, 2001). First, ethical research reviews continue to be seen by clinical
researchers as a prolonged and painful process that many clinicians say hinders the start of
meaningful research. In the words of Spence (2011: D6002 37KH HWKLFDO DSSURYDO
is endlessly bureaucratic and opaque and is subject to constant delays and redrafts. Many
VLPSO\ JLYH XS R.Uh®H deddite veveént Bnd 6ngoing calls by the Royal College
of Physicians (RCP) and the Care Quality Commission requesting that more clinicians need
support to engage in clinical research (RCP, 2019; Care Quality Commission, 2018). The
reason being that research-active organisations have better outcomes, either in healthcare
practice or healthcare education practice, making research a key factor for service
improvement (OECD, 2019; Care Quality Commission, 2018; Boaz, Hanney, Jones et al,
2015). Hence, barriers to the initiation of clinical research studies are seen to be serving a
latent purpose, given that the outcome of no research is no evidence (Spence, 2011),
impacting on health outcomes. There is clear need therefore for reform on how committees
may better support clinicians wishing to embark on clinical research. This PhD aims to gain
more insight into this and into the meaningful approaches as viewed by the service users
who the system is meant to protect. Such insights will contribute towards the establishment
of more wholesome endeavours in the initiation, development, review and implementation
of ethical research practice, minimising the disinterest associated with research (Maben

and King, 2019) and encouraging more clinicians to take up clinical research.
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Stressful levels of administrative formatting and methodological revisions

Second, there are claims that the review of research proposals by research ethics
committees provokes anxiety for committed researchers at the developmental stage of
clinical research process (Kolstoe, 2019; Chaudhry et al, 2013). To many, the mention of
informed consent may be met with a groan (Pasek, 2000). These concerns relate to the
extra work and resources involved in the seemingly relentless ethical review process, which
creates a heavy burden on researchers. For example, Chaudhry et al., in a multi-national
web-based survey that included colleagues from Newcastle University, UK, sought to
examine investigator experiences with ethics review processes and to characterise ethics
review outcomes of trial applications. They report that 38% of those who took part in the
study had negative experiences of the ethics review process of their research including
delay in trial initiation, increased costs, compromised methodological quality and, more
worryingly, compromised ability to recruit participants (Chaudhry et al, 2013). More recently,
Butler et al. set out to analyse RECVY] FRQFHUQV H[SHFWDWLRQV DQG GHFLVL
applications by a given specialty research group in the UK. They reviewed REC meeting
minutes, decision letters and researcher response letters involving 77 REC applications by
Chief Investigators for National Institute of Health Research Portfolio studies. Of the 77
applications reviewed, 57 received requests for revisions at first review; with concerns
commonly relating to participant information sheets, methodology, consent, recruitment or
formatting of written study documents. The concern is that such high levels of formatting or
administrative revisions, often including multiple versions of consent forms or participant
information sheets, adds burden to the clinical research process and discourages even the
most willing and committed clinical researchers (Butler, Vincent and Bluebond-Langner,
2020). , QWHUHVWLQJO\ % XWreskbtthDayealel RGagperend disd¢dnfiect
between what researchers feel is appropriate in terms of the process of informed consent,

and what committees expect. More importantly, there seems to be little knowledge of what
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real life research participants, the vital stakeholders of the clinical research process, feel

about informed consent for research given that they are the end users of the processes.

These and other studies sought insight into F R P P L Wand-ekoer{ opinions, however the
views of service users at the end point of the continuum have not been adequately
accounted for. Little research has been done at the grassroots and such knowledge is
needed to appraise theoretical narratives and concerns (Spence, 2011). This is one of the
gaps that this PhD research aims to fill, to gain a greater insight into consumer perspectives
of the process of informed consent for participation in clinical research, especially at the
grassroots level, where it should matter most. Spence (2011) identified that a radical
approach to evidence generation is necessitated, stating that interesting research that
changes day-to-day practice is often not large-scale experiments by notorious drug
companies, but instead is focused, simple and wholesome questions that address

grassroots concerns, as is the case with this pertinent PhD research.

A clear pattern of sustained anxiety is evident among clinical researchers, not only in the
UK but internationally. Adams et al (2017) set out to review research proposals,
notifications of outcomes to researchers and ethical concerns from research ethics
committees. The study, published in the British Medical Council Medical Ethics Journal,
reports that about two-thirds of the sample reviewed were required to improve their
explanations of study procedures to participants, and 40% attracted comments on informed
consent elements, including issues around risk and discomfort etc. Consequently,
researchers were required to provide further clarifications, elaborate, revise or paraphrase
elements of their informed consent documents (Adams et al, 2017). Adams and colleagues
provide some international context around the global scale of the challenges facing those
involved in research on human participants or human tissues. Yet it must be said that the
activities of ethics committees are to be commended, after all, the Helsinki declaration
makes it clear that the need for new knowledge must never take precedence over the

health, dignity and well-being of those volunteering for research, and that the rights of
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individuals must be protected even after they have agreed to take part in research (WMA,
2013). Instead, the challenge and focus remain on how to achieve meaningful engagement
with all stakeholders, ensuring effective practice at the frontline, where it really matters. To
address perceived challenges, there have been calls for standardised ethics review process
guidelines, including education of ethics committees about distinct ethical concerns
&KDXGKU\ HW DO %XW LW LV WKH YLHZ RI WKLY UHVHDUFI
opinions, patients or service users are better placed to say what aspects of ethical research
conduct matters to them. Greater insight from participants may inform future practice at
various levels, especially for research ethics committees and researchers on the measures
that matter to real life patients in the real world. Such knowledge may advance what is
known and perhaps close some gaps in current knowledge, with regard to sustaining quality
of RECs through distinct participant-centred considerations in the informed consent process

for clinical research.

Unclear guidelines and inconsistency in REC opinions

Similar concerns exist about how and why clinicians could remain so unable to replicate the
required ethical research standards expected of them. In their defence, it has been argued
that clinical researchers do not always know what is expected of them by research ethics
committees (Snooks et al, 2012). There have been claims of confusion due to the variations
on how different committees interpret guidelines differently, both within national (Gale, Hyde
and Modi, 2017; Snooks et al, 2012) and international research contexts (Waligora, 2012;
Ross and Attanassoulis, 2014; Doorn et al, 2015). For example, in 2010, Snooks and
colleagues responded to a call by the Academy of Medical Sciences regarding difficulties
encountered by its members in starting medical research. They set out to examine the
setting up of three research projects: a system research project, a drug trial study, and a
public health intervention study. They reported difficulties and delays in navigating and
gaining the appropriate approvals required to kick-start these valuable scientific studies
(Snooks et al, 2012). Each study was said to be delayed by at least 12 months, causing
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stress and additional costs of about 30-40% of the initial costing. Even with relatively
positive REC outcomes, the inconsistency in the decision-making pattern by different RECs
within the UK can be confusing for researchers (Gale, Hyde and Modi 2017). These
experiences, in which three RECs rejected a valuable research proposal despite approval
of the same study by other RECs at same period shows the daunting process that clinical
researchers experience (Gale, Hyde and Modi, 2017). The evidence is overwhelming and
goes to show that the difficulties in gaining ethical and governance approvals is of a
historical nature, owing to complex and unclear guidance about processes between sites
and UK countries (Gale, Hyde and Modi, 2017; Snooks et al, 2012). The variations in
guidelines, procedures and requirements for REC submissions is not only limited to UK
sites but are also apparent in multicentre research involving other European countries
(Starmer et al, 2015). In their survey of 24 European hospitals participating in a multicentre
postsurgical pain study, Starmer et al reported that written informed consent was
mandatory at 12 hospitals, oral at 10 hospitals and not required at one hospital (Starmer et
al, 2015). Therefore, time for approval of the studies ranged from less than 2 weeks to more

than 2 months, with obvious financial implications (Starmer et al, 2015).

Apart from the anxiety and perceived burden of delays imposed by REC review processes,
there seems an apparent lack of trust around the competence of RECs, with calls by clinical
researchers for greater scrutiny and the establishment of transparency on the code of
practice for ethics reviewers (Waligora, 2012). For instance, a research study by Buccini
and colleagues in Australia investigated the published guidelines and policy statements of
some local ethics research committees who had reviewed significant number of clinical
study applications. They sought to determine the established protocols by which the RECs
reviewed study applications. They found that formal readability standards had not been
established nor applied by the RECs in question, and that evaluations of studies regarding
readability of informed consent documents were conducted using informal rules (Buccini,

Caputi and Jones, 2009). Such an approach to practice obviously raises concerns as to the
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trustworthiness and dependability of REC judgments, given that decisions and
recommendations might be influenced by subjective opinions rather than established
protocols. There may be challenges for clinicians who might attempt to follow criteria from

approved applications on similar studies but be met with inconsistency in REC opinions.

Another concern relates to arguments and disagreement over the evaluation and disclosure
of risk during the process of informed consent in therapeutic research by RECs. While there
appears to be a clear understanding of the role of the REC in providing ethical oversight to
protect participants from risk, current ethical discussion among experts appears to reject a
blanket requirement for risk disclosure or the need for an informed consent in all cases of
clinical research (Goldstein et al, 2018; The Council for International Organisations of
Medical Sciences (CIOMS), 2016). For example, in their recent review of literature,
Goldstein et al (2018) identified that some clinical researchers do not agree that all clinical
research studies should have to seek research ethics review or be required to disclose
information regarding anticipated risks for participants. In particular, they argue that some
clinical research studies often take place as an extension of clinical care, and often present
less or the same risk as standard practice. In this regard, they assert that information need
only be disclosed when research patrticipation offers patients less benefit and greater risk
than standard clinical care (Goldstein et al, 2018). Their findings support the claim that REC
research oversight is thought to be burdensome and is seen as a practical impediment to
the conduct of valuable research in the real world. It would seem therefore that some
concerns remain. The experts argued that REC oversight should be streamlined, especially
when risks to participants are considered minimal or on par with the risks from standard
practice (Goldstein et al, 2018). Their suggestions relate to where study procedures are the
same as those used routinely in standard practice or are part of usual care. Although these
ideas may seem rational, there are calls for more debate and engagement with all
stakeholders. It is the view of this PhD research that more insight is needed to determine

the perspectives of real-life clinical research participants of their views on the process of
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informed consent for research in the ways that it matter to them. Goldstein et al (2018)
concluded that ethical research standards require the participation of all stakeholders in
their design and conduct. Seeking the views of real-life clinical research participants in the
real world of ethical research practice is an important step in the right direction, given that

patients are an important stakeholder in 215 Century health service planning and delivery.

A bigger concern with the challenges of the ethics review process is the worry that such
unprecedented burden on clinical researchers combined with drivers to improve patient

outcomes may eventually cause clinicians to seek ways to avoid ethical scrutiny in the

search for new knowledge and evidence. This was reflected in a case in the UK, where two

senior consultant urologists at a UK NHS Trust conducted research without obtaining
SDWLHQWVY SHUPLVVLRQ RU HWKLFV FRPPLWWeétdfoin8 U RY D O
a tribunal to have acted misleadingly in preparing, conducting and disseminating a clinical

trial without obtaining ethics or research & development approvals (Dyer, 2016).

Participants unable to recall study information

Despite the regulatory measures and the efforts put into ethical research review process,
concerns remained that most research participants were unable to understand or recall
essential information about the studies in which they agreed to take part (Samuel, Dheesa,
Farsides et al, 2017; Dickert et al, 2015; Armstrong et al, 2012; Cohn et al, 2011; Falagas
et al, 2009; Durand-Zaleski et al, 2008). Falagas and colleagues identified that only 54% of
patients that took part in clinical research studies understood the purpose of the study they
had taken part in; 50% did not understand the concept of randomisation even after they had
taken part; only 47% were aware that clinical research was on a voluntary basis; 44%
understood their right to withdraw from the study; 50% accepted risks without
understanding the risks; and 57% understood the benefit of taking part (Falagas et al,
2009). There is a clear indication that the process of informed consent for participation in

FOLQLFDO UHVHDUER Mhktdhy et@R2V12) Rrmstrong and colleagues
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explored the enduring requirements for Participant Information Sheets (PIS), and the
multiple functions of the PIS as it goes through the development process and use. They
analysed written documentation from 13 applications for REC approval covering phase I, Il
and Ill trials in oncology. They also examined the outcomes of the study documents. They
reported that research participants appeared to perceive study documents as little more
than a prospectus and as a contract (Armstrong et al, 2012). They concluded that more
research was needed to understand the complex factors influencing the process of
informed consent, on realising that no simple technical fix is yet available (Armstrong et al,

2012).

Seeking to understand service- X V H U V { with_ddgakds to involvement in research in a
specialised context, Cook and Inglis (2012) conducted participatory research with seven
men with learning disabilities in a care setting. Their research set out to explore how people
with a learning disability make informed choices in relation to participation in research. They
sought to identify and highlight the competencies of people with learning difficulties in terms
of their ability to contribute to the development and conduct of scientific inquiries as
research collaborators. The findings of their research identified huge variations in
knowledge, context and understanding of research terminologies, and showed that study
information is not always understood by those it was meant to inform. This happens even
after studies have received a favourable ethical opinion by review committees. Their
research, though specialised and not generalizable, indicates that formatting words and
other technicalities does not seem to present a fix, especially when some participants
confessed to not reading the participant information sheet at all. While & RRN DQG ,QJOLVY{V
study involved a specialised group of people with learning disabilities, the individuals were
said to possess full mental capacity, and were therefore deemed capable of comprehension

and reasoning.
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Difficult research terminologies

Cartwright et al (2011) examined the experiences of the parents of surviving and deceased
infants of the process of informed consent for participation in clinical research. Parents
were emotionally overwhelmed and expressed difficulty in fully comprehending what they
were being asked to do, but they still went on to take part in the research. The research
highlights the peculiar circumstances in which real-life research practice takes place, and
which may not reflect the ideals of theoretical, ethical or regulatory concepts. The
participants of the research were vulnerable and in an unfamiliar and complex healthcare
environment. Most had limited knowledge of medical terminologies and struggled to
comprehend research concepts and terminologies (Cartwright et al, 2011). It was said that

the Participant Information Sheets were complex and difficult to understand.

Therapeutic misconception

In a different, but nevertheless worrying trend, Ponder and colleagues highlighted the issue
of blurred boundaries between clinical care and clinical research during the process of
informed consent for clinical research (Ponder et al, 2008). Their study recruited male
participants with rare familial genetic disorders and their family members. The research was
conducted in the UK and was approved by the London multi-centre Research Ethics
Committee. Despite the research being of a high methodological standard DQG WKH VWXG\{V
adherence to approved guidelines for participant information sheets, participants were
unable to recall their engagement in the informed consent process. They appeared to recall
partially the information relating to research such as the study aims and objectives but did
so with a mixed view that their involvement was of a clinical nature. These findings were
similar to the account of Dickert et al (2015) who reported limited comprehension of study
details by many participants. The participants believed their involvement in clinical research
to be primarily of clinical or superior intervention. These studies highlight the complexity of

information disclosure when dealing with potential clinical research participants, whereby
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clinical research may be confused with clinical care, and which may influence patients
willingness to sign up for research. It was not clear whether the participants engaged in the
consent procedure but remained confused, or whether they did not engage with the
information provided to them at all. More in-depth outcome analysis of the nature of
SDUWLFLSDQWYV fnayt Qay®raéveRdt he/rdasons why the participants lacked
understanding of the clinical-research divide even after they had taken part in the informed

consent process for research.

Complex research concepts

In what appears to be a decades-long pattern of negative outcomes in the process of

informed consent for participation in clinical research, Stead et al. (2005) undertook a
TXDOLWDWLYH H[SORUDWLRQ RI SDWLHQWVYT XQWGHJfAWEDQGLQJ |
groups, the study explored how prospective trial participants interpret and understand the

VFLHQFH RI FOLQLFDO WULDOV DQG WKH SDUWLFLSDQWVY XVH I
study was conducted in the UK with 27 patients living with diabetes. It reported that the

participants lacked understanding of purpose and meaning of clinical research concepts,

and that they found the language and use of words in the study information difficult and

complex (Stead et al. 2005). It was a similar outcome with Richards et al (2002), whose

findings suggests that research participants could not remember what the participant

information sheet said. Some participants could not even remember seeing a participant

information sheet. With such negative experiences, it remains to be understood how these

participants make up their minds and able to give informed consent. The pattern of outcome

is clear, but an account of the real-life process appears to be lacking from the available

knowledge. Clearly, more insight is needed as to what goes on at the front line and how the

procedure of consent for research is being implemented in the real world.
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Lengthy and wordy written study documents

To gain further insight about the cause of these negative and unsustainable participant
outcomes, Ennis and Wykes (2016) investigated whether the participant information sheet
(PIS) characteristics are related to poorer readability. They reviewed 522 PISs from the UK
National Institute for Health Research Clinical Research Network and assessed the
readability standards. PISs were found to be longer and were far more complex than the
recommended reading level of grade 6 for patient information sheets. Their findings also
reported that the consent documents were heavily focused on medico-legal contents, which
may have made the study information less user friendly. Similarly, Gillies et al (2014), in
their attempt to investigate why trial participants fail to understand key components of trial
processes or purpose of study, examined approved PISs. Their research reported that PISs
did not meet expected standards for meaningful decision making, suggesting that poor
guality of PISs may be responsible for the poor understanding of study information among
the participants of the trials sampled. Their observation is not surprising, as it is well
documented that some of the requirements for PISs and the informed consent documents
are more often based on institutional requirement for researcher protection against
regulatory bodies, than for participant benefit (Ahern, 2012; Armstrong et al, 2012; Martin,
2003). However, Ennis and Wykes (2016) noted that the perceived complexity of
information documents did not present much of a barrier to patient involvement in the
reviewed studies (Ennis and Wykes, 2016). In fact, they reported a high level of patient
involvement and successful recruitment despite the complexity of written information.
Written study information may not have played much of a role in the information sharing
process with the participants, presuming that potential research participants would be less
likely to read or understand complex written documents. Similarly, Knapp, Reynor and
Silcock (2011) examined the effectiveness of PISs. Their research involved members of the
public, not clinical research participants. Nevertheless, participants could not explain or

show understanding of the PIS after they had read it. The study indicated that written study
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information might not inform prospective research participants adequately. Although Knapp
and colleagues recommended rewording and redesigning the study documents to improve
readability, other studies have shown suboptimal engagement with written information
documents by prospective research participants (Abhyankar, Summers and Bekker, 2016;

Armstrong et al., 2012; Gillies et al., 2014).

Such evidence underscores the concerns by stakeholders that the focus on written study
information during ethics committee reviews and research and development committees
might be serving an impractical purpose. Approved documents remained complex to
grassroots users, even after they had been approved by relevant NHS REC. Such an
outcome is obviously undesirable because patients may be consenting for research without
adequate understanding of the study, they are taking part in (Cartwright et al, 2011; Ponder
et al., 2008). Research ethics committees may need to acknowledge these perspectives
during the review process, especially regarding the process of informed consent for
participation in clinical research. This research believes that one way of enhancing the body
of knowledge is to seek to uncover the meaning that real life research participants attach to
the process of informed consent for participation in clinical research. As the end users of
the research ethics review process, their voice may hold the key to the measures that
would be meaningful for a process that is fit for purpose. Following Ennis and Wykes
(2016), this PhD research could yield greater insight into the factors that aided or influenced
participants flecisions other than their reading (or not) of written study documents. By
engaging more directly with service users on the process of informed consent for
participation in clinical research, this PhD may extend the existing body of literature with
greater insight into the meanings that social beings attribute to the process of informed
consent. Such an insight would guide future practice by providing further knowledge of the
aspects of care that affect SD W L H Q W \sflutng thé prades3 of informed consent for
participation in clinical research. There could be a gain for research ethics committees and

researchers alike, as such knowledge may allow for more targeted review process that
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align better to participant contexts and values. Clearly, wider discussion is indicated beyond

committee and U HV H D UduHiehtks. |

Mechanics of disclosure and poor utility of study information

Gobat et al (2018) gquestioned the public on their views regarding provision of information

and consent to participate in a possible influenza pandemic study. Like this PhD, their goal

was to gain the perspectives of the people pyWKDW UHD O O\ tiHdalwonsidésrdtion®d WKH H
for clinical research participation. Their research employed a descriptive-interpretive

methodology using a scenario-based approach. Despite its good intentions, the research

fell short of the bold actions required to understand real-life situations (Guba and Lincoln,

1985). To achieve meaningful constructs, participants ought to be real-life patients capable

of symbolising the realities of the burden of iliness. On the other hand, involving real life

patients in health service research can often be a challenging process, which may limit an
LOQYHVWLIJDWRUTV PRWLY DW L& (guifr Neveah@les3, dieie 83UV XH VXFK
appetite for ethically robust research but with a simplified enrolment process (Gobat et al.,

2018). The challenge remains how to determinereal- OLIH SDWLHQWVY YDOXHV DQG ¢
conserve ethical research standards. Patients may be unlikely to participate in, or clinicians

unwilling to involve their patients in research if they do not feel safe or protected (Jones and

Semple, 2017). Collaboration and partnerships at all levels, including between research

participants, research ethics committees and all those involved in the conduct of research is

therefore crucial and needs to be encouraged (Morse, 2020).

In a rather practical research approach, Abhyankar, Summers and Bekker (2016) used a
gualitative methodology to investigate the utility of consent information in supporting
ZRPHQYV WULDO SD U WThere Svas\WileRe@ddende EhattheRv@riven thought
through the written information provided to them, which had included the advantages and
disadvantages of research participation. It was identified that the decision-making process

for patients may not have followed the theoretical ideals of regulatory standards, in the
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sense that the therapeutic service delivery context appeared to hinder the utilisation of
study information. Their research provides some insight of a possible theoretical *practical
divide, whereby written study information served little purpose in the decision-making
process for the women who took part in the research. It provides further evidence that more
needs to be done to gain insight into user perspectives, avoiding a narrow reliance on
expert opinions, if the process of informed consent for clinical research is to achieve its vital

purpose of sustainable ethical and scientific outcomes (Samuel et al., 2017).

More broadly, current healthcare polices advocate a collaborative approach with service
users in all aspects of health service delivery (NHS England 2019: NHS Long Term Plan;
Beech et al, 2019; NHIR, 2019; NHS England, 2017: NHS England Research Plan; NHS
England, 2013: Research and Development Strategy). This emphasises the need for a
genuine partnership between professionals and patients. It calls for a bottom-up approach
whereby the expert knowledge of patients should be sought and be used to align
UHJXODWLRQV WR S D Wfeldr@a. \I'fer¥ ppednd & wbl€@@e Bibvel to support
patients to contribute in making decisions about health care services, which will hopefully
minimise barriers to implementation and outcome (NHS England, 2019). The Research and
Development Framework advocates the inclusion of patients in setting priorities for
research to the extent of participation in the design, delivery, and dissemination of research

outcomes (NHS England, 2013; NHIR, 2019: INVOLVE).

It can be seen therefore that a focus on the views and perspectives of real-life patients on
issues of ethical significance in the conduct of the informed consent process is a research
guestion that is aligned in the right direction. Particularly, the National Institute for Health
Research (NIHR) asserts that a core element of a progressive modern NHS is to encourage
frontline NHS care professionals to engage in healthcare research (NIHR, 2019). They
acknowledge that some of the best questions that generate meaningful outcomes relate to

everyday frontline dilemmas that may not be realised by detached career researchers.
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This research was borne RXW RI WKH Udw fHddtlihE Kildronfiag. It was perceived
that while there is a body of knowledge about the undesirable disagreements between
experts and ethics committees, and some negative patient outcomes at the frontline, there
appears to be a gap in knowledge as to how such unwelcome outcomes persist. As a
clinical research nurse in an NHS Trust, | perceived that in the current climate of evidence-
based practice, more insight was required to determine to what extent real life research
participants engage in the process of informed consent for participation in clinical research.
The objective is to explore whether the process of informed consent in current research
encourages or discourages research participation, and whether it aids truly informed
decision making. It seeks to explore the perspectives of real-life research participants, to
discover which element of the informed consent process works, and any areas that do not
work well according to patien Wnédl-world perspectives. Using an open question approach,
research participants had an avenue to reflect on the situations they had experienced
regarding the process of informed consent, and to determine for themselves how and

whether the process of informed consent is fit for purpose.

This research will distinctively add to the limited body of knowledge, to help support the
education, development, and implementation of patient-centred informed consent
processes. 1+6 (QJO DF@&YEEr Forward View supports that research of this sort is
important in generating evidence that could be used to shape services and improve
outcomes for patients, where UHVHD U FK p, 0 3 $r8ostf[(NPB Bhglalidd,) 2014).
Attaching such importance to this element of the research process demonstrates a need to
investigate the views of those for which governance regulations serve, and to empirically

examine why these regulations may not be fulfilling their intended purpose.

The proposition therefore is to go beyond theoretical observation and discussion of the
doctrines of informed consent, to pull out intricate details about the thought processes,
feelings, beliefs and personal experiences of clinical research participants in relation to the

process of informed consent. This research will uncover the real-life issues of deep-seated
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significance to research participants during the process of informed consent. The goal is to

ascertain what the service users, patients and research participants really think about

current research practice in relation to the various elements of the informed consent

process, to identify to what extent current approaches meet the needs and preferences of

endusers. FLQGLQJV DERXW SDWLHQWYV 9f 8i&prdcess af fdrrged HUSUHWD W L
consent are an essential step towards evidence generation for an informed consent

process that is fit for its intended purpose. Where the consensus is that individuals have a

right to the fulfilment of ethical and legal responsibilities by clinical researchers, then the

process of informed consent for clinical research participation deserves a genuine

evaluation of its use as it is lived in the real world.

Research aim:

The aim of this research is to explore serviceuser V] SHUVSHFWLYHV RI WKH SURFH)\

consent for participation in clinical research.

Research question

The research question is:

What is the perspective of service users of the informed consent process for clinical

research participation?

Specific research questions will include:

1.  What are the views and opinions of research participants on the process of informed

consent for clinical research participation?

2. How do research participants describe their involvement in the process of informed

consent for clinical research participation?

3. How have research participants constructed reality and meaning from their

involvement in the informed consent process for clinical research participation?
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4. :KDW DUH WKH pLQIRUPDWLRQY DQG pFD padigip@itstHGY RI SURV.

during the process of informed consent for clinical research participation?

5. How does the experience of approach and process of informed consent influence

SURVSHFWLYH UHVHDUFK SDUWLFLSDQWVY ZLOOLQJQHVV WHF

To answer these questions, this research will engage a distinct constructivist methodology,
underpinned by the Naturalistic Inquiry (NI) paradigm. As a research paradigm, NI supports
an open-minded approach, allowing the researcher to enter real dialogue with research
participants as human agents, while noting new revelations about the situation being
studied (Guba, 1985; Denzin 1971). The following chapter will discuss the philosophical
orientations of the NI paradigm, including the philosophical correlates and the procedural

steps that will be applied to realise the goals of this research.

While effort is made to inform and debate the theoretical underpinning of this research, it is
noted that there is nothing inherent in a method or a perspective that renders an approach
useless *or unacceptable. Rather, this research acknowledges that it is the use to which
the method is put, and the degree of rigor employed that determines its usefulness (Denzin,
1971). Nevertheless, Halcomb (2018) recommends that the philosophical underpinning of a
research should have the potential to strengthen the research design and subsequently
improve the quality of research outcomes. Such deliberation would also stimulate
understanding of epistemological and methodological perspectives and their impact on the
design, conduct and reporting of research outcomes (Halcomb, 2018). Kelly, Dowling, and
Miller (2018) support that an understanding of paradigm development is necessary when
planning a study, as it can shape the search for understanding. The next chapter presents
an overview of the ontological, epistemological, and methodological perspectives guiding

this research.
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Chapter 3

Theoretical underpinning & methodology
Introduction

This chapter outlines the philosophical positioning that influenced the implementation of this
research, by mapping out the various steps of the inquiry methods used (Rubin and Rubin,
2012). First, it will offer a reminder of the purpose of this research. Second, the Naturalistic
Inquiry (NI) paradigm is presented as the worldview upon which this research was
conceived. Through critical evaluation, the ontological, epistemological and methodological
considerations that guides the decisions and actions in the planning and carrying out this
research are described and justified. Constructivist methodology is the preferred
methodological approach particularly due to its explicit alliance with the NI paradigm (Guba,
1990). By comparing the constructivist approach to alternative methodologies, this chapter
will conclude with a resounding case for the use of constructivism in inquiries such as this.
Constructivism will help bring to light the meanings that patients attach to healthcare
policies and research, following their real-life experiences of having been consented into

clinical research studies.

Philosophy has been defined as the questioning of fundamental concepts and the need to
embrace meaningful understandings of a field (Burke, 2007). As highlighted earlier, the aim
of a philosophical examination in the conduct of a scientific inquiry is to inform the research
stance from the outset, in order that the context, conduct and subsequent outcome of the
research may be appropriately appraised and utilised (Burke, 2007). It supports the
researcher in the design and implementation of fieldwork by the adherence to established
theoretical frameworks, and by so doing informs the practical implementation of the

research (Halcomb, 2018).
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To recap, the goal of this research is to enable clinical research participants to have the

opportunity to describe their experiences of involvement in the process of informed consent

for research, and to interpret for themselves the meanings that they attached to their

experiences of the process. The intention is to explore the intrinsic and extrinsic behaviours

that research participants perceive to be significant in helping them decide whether to

participate in a clinical research study. In view of the research goal, the components of the

NIl SDUDGLJP EHVW UHIOHFW WKH UH V Hfhe &dsite tbfEXpIS®AOWW LR QLQJ
participants construct meaning and because the phenomenon under investigation can only

be researched in a real-life setting (Erlandson et al, 1993).

Research paradigm

Paradigms of inquiry relate to the theoretical framewaorks that inform the steps taken in the

facilitation and management of a scientific inquiry (Guba, 1990; Guba and Lincoln, 1982).

Guba and Lincoln (1982 pg. 233) define paradigmas :ED[LRPDWLF VA\VWHPV FKDUDFW 1
essentially by their differing sets of assumptions about the phenomenon into which they are
GHVLJQHG WHRrciyed [2020Jdiscusses paradigm as the philosophical stance of the

researcher that shows how his/her inquiry is designed in the research process.

Representing a philosophical stance, paradigms predict the set of overarching and

interconnecting assumptions about the nature of reality as perceived by the inquirer (Guba

and Lincoln, 1981). To put it simply, paradigm implies a set of common beliefs and

agreements within a discipline (Kuhn, 1962). Through paradigms therefore,a UHVHDUFKHU fV
assumptions about a phenomenon into which they are designed to inquire can be predicted

(Lincoln and Guba, 1982).

Hence,an DZDUHQHVV RI1 D UH Vapiddistante)iy §seBKih tbdraypraisal and
utilisation of research outcomes, as it allows for an inference about the nature and context
of the research reports and findings (Cresswell and Poth, 2018; Burke, 2007). For this

reason, one of the critical requirements when planning or utilising research evidence is to
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establish which paradigm and subsequently which methodology or strategy was employed
in answering the research question (Welford, Murphy and Casey, 2011). To do so involves
consideration of the ontological standpoints of the research, in other words, the stance
towards the nature of reality (Cresswell and Poth, 2018). It must also consider the
epistemological principles, i.e. how the researcher knows what he or she claims to know, as
well as ethics, i.e. relating to the role of values in the research conduct; rhetoric, i.e. the
language of research; and the methods used in the research process (Cresswell and Poth,
2018). Therefore, the decisions about methods as the steps to an inquiry are secondary to
FRQVLGHUDWLRQV D E RofltViely du phratdinis &F knbuiny Wterestingly, Guba
and Lincoln (1994) clarified that the terms gualitative fand guantitative fapproaches to
inquiry, that are often confusingly implied as paradigm, should rather refer to descriptions of
types of methods that may be used for specific research questions. These terms have
therefore been avoided in the context of the discussions so far. The following discussion
explores the philosophical positioning of the NI paradigm, which also signifies the

F R Q VW U Xdeispedtikey Wit hoth terms often used interchangeably (Guba, 1990; Guba

and Lincoln, 1985).

Naturalistic Inquiry (NI)

An open-minded analysis of various worldviews was conducted to fully appraise the
different knowledge generation frameworks and the different perspectives that exist. After a
careful analysis of relevant literature, the NI paradigm (Lincoln and Guba, 1985) was shown
to reflect the fundamental philosophical underpinning of the research objectives. Unlike the
positivist paradigm that governs the natural sciences (Rubin and Rubin, 2012), NI
acknowledges the limit of theoretical rules and policies and recognises the varying biases
that compound human reasoning (Lincoln and Guba, 1985). It supports that regarding

patients views of reality as ignorant or misguided and attempting to persuade them to follow
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law-like practices has had limited value in the negotiations required to achieve good clinical
outcomes (NICE, 2011; Green and Britten, 1998;). The belief is that patients and the public
need to be placed at the centre of healthcare research, policy and service (Stocks et al
2015; Nilsen et al, 2013; Coulter and Collins, 2011) )DLOLQJ WR LQFRUSRUDWH SDW
and perspectives has resulted in policy and clinical shortcomings, not just within the NHS
but worldwide, especially as it relates to healthcare policies and services (Ocloo and
Matthew, 2016). In a systematic literature review by Ocloo and Matthews (2016), it was
found that involving patients and the public at every stage of healthcare policy and service
allowed patients to work in partnership with professionals and policymakers, and by so
doing, influenced healthcare service delivery for a greater outcome. While uncertainty
continues to exist as to how best to involve service users in healthcare and health research,
it is believed thaW S D W L HQ W ¥4 whdldoe\eSpe s\l tNe virtue of their unique
experiences of living through medical conditions and the healthcare system, are important
contributors in leading the way for a shared decision making in healthcare policy and

service (Coulter and Collins, 2011).

The NI paradigm is both a research philosophy and an innovative research methodology
(Appleton and King, 1997). The paradigm uses the constructivist framework to gain a slice
of peal life nsight in the context of peal life $%ituations (Lincoln and Guba, 1985). It
considers that realities cannot be understood in isolation but must reflect the reasoning and
context of the human experiences, which interact with values and varying unique concerns
(Guba, 1978). It considers how people behave when absorbed in genuine life situations in
the natural setting (Frey, Botan and Kreps, 1999), but also the interpretations and meanings
that influence human actions in real life situations. Hence, it goes beyond the observing,
retelling or describing of events, towards reasoning, meaning making and knowledge
generation (Denzin, 1971). Therefore, the paradigm of NI came into play for this research. It
seemed vital to engage in a methodology that supports the unpicking of the meanings that

research participants make of the informed consent process for research. This is given that
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the consent process is a time bound and distinct encounter that usually takes place behind
closed doors with a lone clinician and a patient in a peculiar context. It was therefore
important that research participants are enabled through social construction of their
experiences to unpick and make meanings out of their situations (Denzin, 1971), rather

than merely retelling their experiences.

Naturalistic perspectives of reality: Ontological considerations

Guba (1978), citing Wolf and Tymitz (1977), explained that the goalof Nl LV WR SUHVHQW 3V
Rl OLIH" HSLVRGHYV GRFXPHQWHG WKURXJK QDWXUDO ODQJXDJH
possible how people feel, what they know, how they know it, and what their concerns,

beliefs, perceptions DQG X Q G H UV W NIGuphagts thatWddlity or perception of the

world is dependent on the meanings that people attach to life events, situations or

processes (Rubin and Rubin, 2012). A focus on actions and effects (Ellis, 2014) therefore

would not fully explain the intentions that lead to behaviours, as reality constantly changes

and can only be understood through a proper pY L éf gdpple fV OHQVHYV VLQFH WKH OHC(
affects what people see and how they interpret what they find (Rubin and Rubin, 2012).

Reality therefore is not fixed but filtered through the lens of the individual at a point in time.

This is contrary to the positivists $tance that the world has an existence independent of our

perception of it, or some sort of universal reality (Cresswell, 2014).

In comparing competing philosophies, Lincoln and Guba (2000) highlighted other world
views, including positivism, post-positivism, critical theory, constructivism, and some
participatory approaches. Of these, and as already discussed, positivists views reality as
totally independent of humanity (Park et al, 2020; Kelly, Dowling and Miller, 2018; Clarke,
1998), claiming that the world has an existence independent of our perception of it. In other
words, reality is deemed to be separate from the individual who observes it, implying a
dualistic perspective (Park et al, 2020; Weber, 2004, Clarke, 1998). They suggest that

reality is fixed, factual and universal, and should be observable by the senses (Park et al,
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2020; Cresswell, 2014; Rubin and Rubin, 2012). The other paradigm, post-positivism (often
referred to as critical realism) (Cresswell, 2014; Erciyes, 2020), considers reality from a
critical perspective, accepting that there may be no absolute truth (Kelly, Dowling and
Miller, 2018), and proposing that the human intellectual mechanism is insufficient to totally
make sense of reality on its own (Guba and Lincoln, 1994). Instead, post-positivists suggest
that humans could understand reality though only imperfectly and probabilistically, a
position countered by the NI paradigm (Guba and Lincoln, 1994). So post-positivism
denotes that human agency may only be capable of partially estimated truth, rather than an
absolute truth as in the case of positivism (Kelly, Dowling & Miller, 2018; Guba and Lincoln,
1994). In comparison to the NI paradigm, post-positivists reject that reality should be
context-bound, arguing that such reality would be imperfect since human perspective, in
their belief, is deemed inaccurate and imperfect (Welford et al, 2011). Clearly, such a
position could not be adopted within research such as this, which seeks to realise the
perspectives of clinical research participants and the meaning that they attach to their

experiences.

Following on from positivism and post-positivism is the interpretivist paradigm. The
interpretivist paradigm is often used interchangeably with the NI paradigm (Ryan, 2018),
though subtle differences exist (Kelly, Dowling and Miller, 2018). Ontologically, the
interpretivist understands that human beings are unique. They also recognise that there can
be many constructions of reality, DV pV R F L brOveldekpatiérce is unigue to each
individual due to the lens through which they view the world and the cultural/societal
influences that may influence that view (Welford et al, 2011). In other words, interpretivists
UHFRJQLVH WKDW D SHUVRQVY SHUFHSWLRQ RI UHDOLW\ LV GHSES
the world around him/her, and that the decisions and/or actions a person takes may be
influenced by such perceptions and interpretations (Weber, 2004). For that reason, there is
no unequivocal or foundational way to explain reality given the subjective states of

individuals (Guba, 1990; Guba, 1978). In other words, the interpretivist ontological position
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is that of multiple realities underpinned by lived experiences and societal influences on a
group of people (Kelly, Dowling and Miller, 2018; Welford et al, 2011). The focus of inquiry
is therefore studied through the eyes of the people that experience the situation,
acknowledging specific contexts and respecting multiple realities (Welford, Murphy, and

Casey, 2011).

Similarly, the constructivist philosophy, which is often aligned to the interpretivist paradigm
(Kelly, Dowling, and Miller, 2018) but is rather a component of the NI paradigm (Lincoln and
Guba, 1985; Guba, 1990; Guba, 1978), holds a unigue stance to reality. Its stance goes
beyond societal influences on a group of people and seeks to understand the unique
experiences of each person as an individual (Kelly, Dowling, and Miller, 2018; Crotty,
1998). This unigue stance explains the subtle difference between another term,
constructionism, and the constructivist philosophy, with the latter linked to the NI paradigm,
and being the favoured methodology for this research (Rubin and Rubin, 2012). While
constructionism seeks to explore societal influencesthat XQGHUSLQ LOQOWHUSUHWLYLVW
philosophy, constructivism explores the way in which everyone sees and interprets the
world around them (Guba, 1990). Crotty (1998) provides further clarity by suggesting that
constructivism emphasises the mind and the construction of meaning, whereas
constructionism identifies the collective generation of meaning. The significance of these
explanations is drawn upon later in this thesis as it identifies why constructivism is the

methodology of choice for this research.

The interpretivist philosophy accepts that the studying and understanding various
perspectives of a group can be done through questioning and by listening to the

affirmations between human agencies (Mack et al., 2018; 2010; Burke, 2007).

Clearly the process of informed consent for research by its nature is unique to each
individual and depends on the meanings that each individual attach to their involvement in

clinical research. It PD\ QRW SDUWLFXODUO\ GHSHQG & @foisdtienu T XD QW LW
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being provided to prospective research participants. The current infrastructures have not
achieved the required purpose of meaningful and informed decisions by prospective clinical
research participants. Over the decades, literature points to plenty of anger, anxiety,

distrust and disagreement, but no apparent growth in knowledge.

In seeking understanding, this research perceives that meaningful consent may not be
achieved in isolation without a match between theory and reality. To fill the gap and given
that consent is conducted on an individual basis, there is a need therefore to engage with
real-life research participants at individual levels to advance empirical and personal
insights. A significant point being that the ideology of law-like controls (Cresswell, 2014;
Barker, 2013) over human reasoning (Crotty, 1998) have only served to impede the
advancement of the foundations upon which the process of informed consent was originally
conceived. The notion is that individual patients can determine for themselves the factors
that play a role in their decision to be involved in a given clinical research study. It may be
that such factors are reflections of some established theoretical assumptions, commonly
accepted views of healthcare research or assumed set of expectations in the clinician-
patient relationship. Whatever is thought regarding perceptions of reality, the impulse is to
seek plurality of thoughts, insights and alternatives from participants (Guba, 1978). Such
knowledge is required to enhance our understanding of the decision-making processes of
actual clinical research participants in the real-world context of contemporary healthcare

delivery.

This ontological stance reflects the NI paradigm. First, the nonconforming characters of the
NI paradigm support that what we can know or understand is interpreted through human
reasoning, not merely senses (Guba, 1978), and that it may not always be observable as is
advocated by positivism and/or realism (Park, Konge and Artino, 2020). Naturalistic
Inquirers agree that reality is socially constructed and subjectively interpreted (Erlandson, et
al., 1993), which means that reality is relative and in the eye of the beholder. Worth or value

are unique to the individual (Guba and Lincoln, 1994). No intellectual, professional or
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organisational institution can determine worth or value without consideration for the
perspective of the service users. We have been unable to predict for sure what the nature
of reality is, as it relates to the meaning that real life clinical research participants attach to
the process of informed consent for clinical research (Armstrong et al, 2012; Ponder et al,
2008; Richards et al, 2002). It is important therefore that we inquire what the patient or
service user sees as significant to them, and what we know would play a part in their

compliance with or use of healthcare policies and services.

As with NI principles, the onus is to advance knowledge through the exploration of research
patLFLSDQWVY YLHZV DQG FiR GSE B tSpAtvivn B ipva it thevif@ed
consent process (Halcomb, 2018). This is contrary to the goal of theory testing, which
positivist researchers seek to achieve through numerous refinements, replication, and
eliminations until they accomplish an alternative or preferred explanation (Park, 2020;
Ryan, 2018; Streubert and Carpenter, 2011). Although a naturalistic inquirer is guided by a
research question or aim from the outset, as with other forms of inquiries, this research is
not dictated by an a priori construct or theory; rather theory or constructs will advance from
within the data by an inductive process (Ellis, 2014; Guba, 1978). This is an additional
reason why NI lends itself to the focus of this research. Whatever truth may exist requires
the consideration of the views and opinions of research participants in a manner that allows
them to express their views and perspectives as it matters to them, rather than a received
view or law-like rule (Streubert and Carpenter, 2011). Therefore, unlike previous studies
that focused on the views of healthcare professionals on the process of informed consent
for participation in clinical research (Snooks et al, 2012; Hallowell et al, 2008; Harris and
Dyson, 2001; Jenkins et al, 1999), this research acknowledges that reality ought to be
sought and viewed from the lens of the service users themselves. The ontological
underpinning of this research therefore allows it to understand not only the ways that
individuals come to know what they value, but also how what they come to value is created

or validated (Streubert and Carpenter, 2011).
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Naturalistic perspectives of knowledge: epistemological considerations

With regard to the epistemological underpinning of this research, enough has already been
said that indicates a subjective stance about the nature of truth (Ryan, 2018: Erciyes,
2020). Epistemology questions the relationship between the knower and the known (Denzin
and Lincoln, 1994; Welford, Murphy and Casey, 2011). This enlightens the research
process and can include arguments for objectivism, subjectivism and others (Ryan, 2018),

which relate to how we know what we know (Streubert and Carpenter, 2011).

In that regard, and in line with the NI paradigm, in this research, the inquirer and the

respondents can use a common vocabulary to interact and positively influence one another

in the meaning making process of constructing knowledge (Erlandson et al., 1993). Guba

and Lincoln support that knowledge can be created through the interaction of inquirer and

participant, rather than the posiwWLYLVW{V VWDQFH WKDW NQRZOHGJH PD\ RQ
through objective observation (Guba and Lincoln, 1994). The role of the inquirer is therefore

as a human instrument that is capable of socially interacting with other human social

agents, rather than as a scientific instrument used to describe and predict patterns (Bunniss

and Kelly, 2010). From the naturalist perspective, the view of knowledge is that there are

possible influencesonan LQGLYLGXDOYV SHUF B8 Wivihey s AdKH ZRUOG
interpret it. The perceived notionis WKDW QR RQH HOVH KDV WKH ULJKW WR Gl
of their world (Guba and Lincoln, 1994). The place of the inquirer therefore is to seek to

understand the meaning that persons attach to their world and to accept the multiple

realities that exist (Streubert and Carpenter, 2011). Guba and Lincoln (1994) explained that

such an epistemological assertion of the truth requires the researcher to be respectful of the

views of the researched as credible knowledge without the need to want to prove its

truthfulness. For that reason, the epistemological position of the NI paradigm is criticised as

being basic, given that such knowledge is not provable, and so not taken as a universal

truth (Bunniss and Kelly, 2010). Yet that is what makes NI relevant and valuable in the

study of human decisions and behaviours. Human beings and the meaning they attach to
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their world are simply valued and respected, without the need or desire to want to disprove

DQ LQGLYLGXDOTYV YLHZ RI Wdcolhtd aieRecEp@Ed sBriply ovi fakith, &ithQ W V
no pursuit to establish their ultimate truthfulness (Lincoln and Guba, 1994). The knowledge
gained by NI is not intended to be generalised (Denzin, 1971) but can give insight in

dealings with people in similar circumstances, where relatable (Guba, 1978).

Lincoln and Guba (1982) perceived this as a strength of the NI paradigm. They argue that it
will be impossible for the human instrument to abandon its own humanness in the pursuit of
unrealistic objectivity, and that to do so could be ethically undesirable. This research
concurs, given that the researcher is a former clinical research nurse with an abundance of
experience in the language and context of clinical research practice, so to claim an abstract
position may be impossible, unethical and uncomfortable. For instance, a participant may
start to engage with the researcher on a human or professional level during interactions in
the field. In such a situation, Clarke (2006) recommends that it may be unrealistic or
unethical to ignorethe SDUWLFLSD QW 1 arel&sshboRifrddizikively\o fulfil a
UHVHDUFKH U @lerkB (2BI0OG)@lbounted her own experience of ethical dialogue in her
dealings with human research participants, where building rapport with human research
participants was recognised as an important part of the naturalistic interview process. To do
otherwise would have risked harmful effects on the psychosocial wellbeing of research
participants during their involvement in research (Clarke, 2006). Instead, a two-way
reciprocal interaction process is recommended - the gathering and giving of information as
the interview dialogue detects (Clarke, 2006). In doing so, the researcher is encouraged to
EUDFNHW RU SXW DVLGH SULRU H[SHULHQFH RI WKH ILHOG WR }
heard without undue influence (Guba, 1978). It must also be acknowledged however that
objectivity has its place in certain fields of research, such as the hard and life sciences,
where laboratory experiments are the preferred approach, and in which non-living objects of
inquiry cannot be said to be under the influence of any interpersonal distractions (Dash

2005; Duffy, 1985). However, meaningful social and behavioural research outcomes can be
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achieved through engagement in research approaches that support active participation of
the researcher in the construction of knowledge within established boundaries (Bunniss and
Kelly, 2010). Bunniss and Kelly (2010) assert that there is no one superior or perfect
research approach but instead, all research paradigms can be valid when used sensibly, in
context, to answer appropriate research questions. It is recognised that because positivist
methodologies have reigned for decades, the naturalistic paradigm may be less familiar to
most career researchers in certain fields of study, with NI having only recently emerged in
social/behavioural research (Guba and Lincoln, 1982; Lincoln and Guba, 1985; Guba and

Lincoln, 1989b; Guba, 1990).

In this study, LW LV WKH UH V HabdJdgrbdteshY aloEheOdliMeal research nurse
that distinguished NI as a suitable approach. NI supports the researcher to function as a
MVPDUWT LQVWU X P pri@iéxpérienGes/piirductivalyanraubhout the research
process. Through interactivity, the researcher can guide respondents to make meanings out
of situations and to interpret data in collaboration with the data source (Guba and Lincoln,
1989b). The researcher advances knowledge by exploring how people describe and justify
their actions. It is through such deeper explanation that the researcher can penetrate
EH\RQG WKH ZRUOGYV RI D SDUWLFLSDQWTY H[SHULHQFH WR GH\
influence behaviour (Denzin, 1971). Hence, the inquirer-respondent relationship is that of
co-construction of knowledge throughout the research process (Denzin, 1971). The
epistemological position of the naturalistic inquirer is therefore context-bound and
subjectively valued, with the researcher recognised as part of the research process
(Streubert and Carpenter, 2011). The focus of this inquiry is to achieve wholesome and
relevant insights of the multiple realities that exist to compound research participant V
reasoning with regards to the process of informed consent for research. The gap in existing
knowledge is that no one understands why ethical and regulatory measures have remained
unable to effect meaningful informed decisions by research participants. By engaging an

appropriate methodology, this research is expected to yield rich data that gives insights into
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the KXPDQ FRIQLWLYH SURFHVVHYV acoh® ahH qeEitidpd d&iDdtVMeLFLSD QW V¢

informed consent process.

Some critics of NI believe such a stance could potentially predispose the inquiry to bias
(Park, Konge and Artino, 2020), and this is not entirely unreasonable. However, Weber
(2004) argued thateven WKH REMHFWYV R SR vdnhéiiMly We/gdid[tolbel VHD U F K
independent, given the manipulation that goes on in the process of testing and measuring
artefacts or theories. Such manipulation could also affect the behaviours and qualities of
the objects being tested or measured (Weber, 2004). So even in positivist research, the
concept of independence or objectivity remains questionable. Instead, the naturalistic
inquirer openly accepts that the researcher and the researched can both make sense of
meanings together, and by so doing inevitably influence one another. The researcher and
the researched are acknowledged to be interdependent. Concerns about trustworthiness of
naturalistic research are countered by taking a systematic and meticulous approach at
every stage of the research process. The steps to trustworthiness are essential
components of the naturalistic tradition and are embedded at all stages of the research
design and conduct. The fundamentals of trustworthiness in NI will be reflected upon in the

methodology and methods sections that follows.

Methodological assumptions

While research paradigms refer to worldviews, traditions, belief systems or a framework of
a set of philosophies (Seely, 2010; Lincoln and Guba, 1985, Guba and Lincoln, 1994),
methodology relates to the methods/approaches or procedures that will be used to achieve
the research objectives (Kumar, 2019). Methodology details how the inquirer will go about
finding out what is knowable (Guba, 1990, pg. 18). Although paradigms do not necessarily
imply methodologies (Kumar, 2019; Lincoln, 1990 pg. 78), in most cases, research
methodology is underpinned by a framework of a set of philosophies and reflects

techniques that have been tested and are trusted by experts to produce dependable
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research outcomes within a discipline (Kumar, 2019). It details how each philosophical

principle may be put into practice in the actual conduct of the research. In other words,

UHVHDUFK PHWKRGRORJ\ VSHOOV RXW pWKH GRLQJ SODQY RI H
providing definitions and justifications for the intended actions (Lincoln and Guba, 1985).

'"'REEHUW UHIHUV WR WKH FRQFHSW RI PHWKRGRORJ\ DV D |
which we lay bare our choices of method and define the way these choices fit our research

SUREOHPT

W PXVW EH DFNQRZOHGJHG WKDW pLQVWHDG RI PHWKRGYV EHLC
LPSRUWDQW DQG UHVHDUFKHUV XVH DOO DSSUSRMEF&HY WR XQG
Poth, 2018; Denzin, 1971). Nevertheless, an understanding of philosophical traditions is

essential for demystifying and making sense of the theories that underpin scientific

research, and the rationales for the choices made (Kelly, Dowling and Millar, 2018; Welford,

Murphy and Casey, 2012; Bunniss and Kelly, 2010; Polly, 2006; Guba and Lincoln, 1982).

Osborne (1996) asserts that failing to consider how scientists come to know funs the risk

of developing learners who may not value knowledge as rational. The question of how we

go about finding out that which it is believed can be known is therefore an important aspect

of evidence generation.

The methodology of constructivist (naturalistic) inquiry

This research will be guided by the constructivist methodology. But before progressing, it
may be useful to clarify further that the terms NI and constructivism are used synonymously
to convey the same assumptions or approaches to inquiry (Guba and Lincoln, 1994). There
is little difference, if any, in their application, especially within NI traditions (Guba and
Lincoln, 1994; Guba, 1990). In fact, Lincoln and Guba { Mquisition about the nature of
knowledge and ways of knowing brought about the emergence of the NI paradigm (Guba,

1978; Lincoln and Guba, 1985). They explain that the use of the different terms is for
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symbolic reasons and does not necessarily connote dissimilarities in meaning or application

(Guba and Lincoln, 1994; Lincoln and Guba, 1985; Guba and Lincoln, 1981).

Guba and Lincoln recount that the use of the term ponstructivism fmerged in response to

critics in an attempt to expand their revolutionary transformations as human inquirers (Guba

and Lincoln, 1994; Lincoln, 1990; Guba, 1978). ,Q HP&RPSHWLQJ 3DUDGLJPV LQ 4XD
5HVHD@®HK)Guba and Lincoinsay 2 ZH DFNQRZOHGJH DW RQFH RXU RZQ F|
FRQVWUXFWLYLVP ZKLFK ZH HDUOLHU FDOOHG 2QDWXUDOLVWLI
and Lincoln, 1994 pg. 105). They urged that this be considered in future discussions about

alternative research paradigms. Other investigators have since been inspired to use the

term p1 D W X U D OLW\W LK HIT K @idlbguelsabburesearch traditions (Mclnnes et

al, 2017; Guba and Lincoln, 1989b; Guba and Lincoln, 1981), and constructivism as a

research methodology (Barkin, 2014; Appleton and King, 1997; Guba and Lincoln, 1994;

Erlandson et al., 1993; Guba, 1990). The mandate, whatever the terminology, is salient on

what the researcher does and the choices they make in the design and conduct of research

(Lincoln and Guba, 1985). This research has adopted the use of theterm p1DWXUDOLVWLF
Inquiry to refer to its philosophical worldview or paradigm (Lincoln and Guba, 1985), while

the term ponstru FWLY LV P | LtheSrigtHoddldQivé or paths guiding the practical

conduct of this research (Guba, 1990; Schwandt, 1990).

Constructivist methodology engages in the process of knowing and the mental activity that
is involved in it (Andrew, Pedersen, and McEvoy, 2011). It provides the scope to construct a
comprehensive and contextual understanding of a phenomenon (Mclnnes et al., 2017). It
guides human beings to make meaning about their environment or experiences through
interactions that yield to constructs (Andrew, Pederson and McEvoy, 2011). From an
epistemological perspective, constructivist methodology examines how people know what
they know and what meaning people place on their knowledge (Kelly, Dowling and Miller,
2018). This is achieved when an individual engages in interactions through which they are

supported to express their own views with the focused goal of constructing or shaping new
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ideas using natural language (Lincoln and Guba, 1985). In this way, constructivist research

attempts to rationally understand the world through the lens of those experiencing it. The

IRFXV LV RQ uZK\Y UDWKHU WK Biien, 208D alofig wit hé1 Q1 RU PKRZ
acknowledgement that reality is a product of human intelligence interacting with experience

in the real world (Andrew, Pederson and McEvoy, 2011).

The constructivist approach was particularly fitting for this research, which aims to bridge
the gap between theoretical perspectives and the service consumer perspectives of the
informed consent element of the research process. It is assumed that the complex and
challenging situation regarding consent outcomes cannot be understood as a whole, based
on expert opinions alone. Rather, the views of those experiencing it is crucial to the
understanding of the whole picture. In this research, the participants Yiews are taken to be

WKH pPLVVWLIQQ WBHW [LVWIoQ@dteNQRZOHGJH

Within healthcare and clinical research, Seely (2010) states that the pursuit of knowledge is
married to the utility of knowledge. Bridging the gap between the discovery process of
knowledge and its bedside application would therefore seem to require an integrative and
individualised approach, with patients as constituents of the research process. PDUWLFLSDQWV
perceptions and interpretations, which are the hallmark of the constructivist methodology
(Guba, 1970; Bunniss and Kelly, 2010), it is hoped would provide greater knowledge and
understanding of the component parts missing from the process of informed consent for
research. Given the known limitations of current knowledge, a constructivist approach
seemed complementary and fundamental to improving insights by engaging common
interdisciplinary and patient-centred language in the research process (Guba, 1990). The
focus on theoretical perspectives and the engagement of professional opinions alone are

yet to lead to effective informed process outcomes, those being informed decisions.

Other methodologies were considered within the naturalistic paradigm for this research,

including ethnography and phenomenology. However, it was thought that ethnography,
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which provides information about organisational or cultural behaviours (Streubert and
Carpenter, 2011), would not have been fitting for this research, which aims to provide in-
depth interpretations of the individual perspectives of the participants. Muecke, (1994 pg.
H[SODLQHG WKDW WKH REMHFWLYH RI HWKQRJUDSKLF PHWK
culture, rather than to describe a people and their social interaction, emotions, and
materials As the focus of this research was not to study or describe the culture that exists
in the clinical research setting, ethnography was therefore not considered appropriate.
Given that this research involved real-life patients experiencing real life situations, there
was also the concern that ethnographic methodology may have been too intrusive and
burdensome for patients, and on those providing care, given that the researcher would
have to spend more time in the field constantly observing and making sense of behaviours
(Streubert and Carpenter, 2011). It was thought that such constant observation could get in

the way of patient care in an already busy clinical environment.

Phenomenology explores the lived experiences of phenomena such as health and illness

(Whitehead and Ferguson, 2020; Plager,1994). Like constructivist methodology,

phenomenology IRFXVHVY RQ WKH LQWHUSUHWDW keeri2iz€& GHVFULSWL!
(Ryan, 2018), however the exploration of meaning is takentobe HPEHGGHG WKURXJK HIH(
aspects of experience (Wilson, 2015). As such, it is geared towards exploring people §

moods, sensations and emotions, thereby pursuing an affective analytical framework

(Wilson, 2015). According to Goulding (1999 pg. 863), phenomenology aims to y Gdtibe

and clarify the essential structure of the lived world of conscious experience by reflexively
PHGLWDWLQJ RQ WKH R WAnbtalie/difRerehtpSsHA, thilké ¢bfistructivism,
phenomenology seeks to describe and interpret knowledge through focusing on thoughts,

feelings, moods, sensations and emotions (Wilson, 2015), whereas constructivist research

engages beyond feelings to interact with human intelligence (Guba, 1990). In other words,

constructivist methodology enables reality to be pursued through the construct of the

human mind (Andrew, Penderson and McEvoy, 2011). Therefore, more than having
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participants merely recount their feelings, the constructivist researcher engages with the
participants to generate knowledge as they collaborate to make meaning throughout the
research. In comparison, phenomenological research focuses solely on affective accounts
of lived experiences and appears to ignore individual biographies, social norms or attitudes,
only recognising such elements if they emerge but without actively pursuing them (Wilson,

2015).

Recognising reality as the product of human intelligence and a belief that human beings

can unpick WKH UHDO ZRUOG EH\RQG |H HoorstuétiwisRrhethiidelogy DQG QR Z
naturally lent its hand to the focus of this research. This research set out to provide real-life

clinical research participants the opportunity to open up about how they decided, but also

why they decided to consent, or not, to participating in research. It is only by such deep-

rooted engagement that this research can truly extend conversations beyond what is

known, to highlight that which may yet be uncovered.

Setting the strategy

Truth values: pluralistic relativist ontology, multiple, intangible, socially constructed and
often conflicting realities.

About truth values and ways of knowing, the constructivist methodology recognises that
reality is relative to circumstances and exists in multiple forms (Mclnnes, Peters & Bonney
et al. 2017; Guba & Lincoln, 1994; Lincoln & Guba, 1985). The belief is that reality has no
universal or timeless value but is valid only in the circumstances or context of the group or
individual (Kumar, 2019; Mclnnes, Peters & Bonney et al. 2017; Appleton & King, 1997). So
what can be known will depend on the perspectives of those experiencing the phenomenon
under investigation; and their interpretations of it (Streubert & Carpenter, 2011; Appleton

and King, 2002).

This notion that reality may be perceived differently by different individuals is referred to as

relativism (Green and Britten, 1998; Guba and Lincoln, 1994), which is supported by the
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constructivist methodology. Relativism assumes that truth values can be multiple,

apprehendable and could uncover conflicting social realities that are the products of human

intellect (Appleton and King, 2002; Guba and Lincoln, 1994). This research concurs, as it

aims to gain new knowledge by engaging with real-life clinical research participants to

explore their perspectives and the interpretations they attach to their individual

circumstances. Guba (1990) supports that openness to relativism is key to the continuing

search for meaningful and relevant constructions, asserting WKDW UHDOLWLHY FDQ EH 3
VRFLDOO\ FRQVWUXFW H Gardl @@t &M@ &\R QQO3_H R(E&EE YOPOP L Q G V
p.72). This contrasts with an ordered, immutable or predictive view of truth (Welford,

Murphy and Casey, 2011; Cresswell, 2014; Osborne, 1996). Put simply, individuals are

taken to know the truth in their unique circumstances, so it follows that uncovering such

truth requires personal engagement with the individuals.

Ways of knowing: relationship of knower to known

Epistemologically, constructivist methodology supports the use of the inquirer as an
instrument for generating knowledge through interaction and in doing so, both the
researched and the researcher are considered inseparable (Appleton and King, 1997;
Lincoln and Guba, 1985). To know, the researcher sustains a process of interaction and
discussion with research participants (Appleton and King, 2002). The researcher seeks for
mutual shaping through description and interpretations and must therefore approach the
phenomenon or object of inquiry with an open mind (Lincoln and Guba, 1985; Guba, 1978).
By immersing herself with as open a mind as possible, utilising aesthetic skills (Streubert
and Carpenter, 2011), the researcher can permit impressions to be formed and emerge
from the researched to enhance understanding. Such a methodological approach is
believed to yield authentic and meaningful discoveries, providing unique opportunities to
uncover new knowledge (Lincoln and Guba, 1985). By engaging in meaningful interactions
with respondents and by being adaptable and flexible (Appleton and King, 2002), the
human instrument can bring about new insights (Lincoln and Guba, 1985). In this research,
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this was considered pivotal given that the researcher is a former clinical research nurse with
an abundance of relational skills and an understanding of the context of care. In this
context, it was considered that the nullification of such capabilities for whatever gain or

value (context-free, subjectivity, prediction and control), would make a bad trade-off.

Setting

Methodologically, constructivism demands that the inquiry is conducted in natural contexts,

to capture realities holistically (Lincoln, 1990). Such a context will enhance the comfort of

respondents in their natural setting (Mclnnes et al, 2017). In that regard, the decision was

made to conduct research interviews in the natural environment in which consent would

normally take place. This will include private clinic rooms within hospital settings or at
SDUWLFLSDQWVY KRPHY GHSHQGLQJ RQ LQGLNthXD® SUHIHUHC
settings will support rich data by allowing more natural conversations with participants in

comfortable environments, enabling open and honest interactions (Lee, 2006).

Data collection technique

The constructivist methodology supports interaction between the investigator and the
respondents (Lincoln and Guba, 1985). Interactions between the researcher and the
respondents enables the researcher to pursue knowledge on the go within reasonable
limits, enabling some grounds for persuasive probing (Lincoln and Guba, 1985). This
research will utilise a variety of open-ended questioning techniques with the aim of
discovering a wholesome perspective of real-life clinical research participants Y L bnahe
consent process for research. Polly (2006) refers to this as exploratory in nature,
suggesting that an exploratory research design is appropriate when little is known about a
phenomenon, so as to allow for open dialogue with no fixed or pre-determined questions or
agenda. Kumar (2019) adds that exploratory researchis uZKHQ D VWXG\ LV XQGHUWDN
the objective of either exploring an area where little is known or of investigating the

possibilities of undertakingap DUW LF X O D U U HWitth Dxtle Kikownh \AbXus &ifhical
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UHVHDUFK SDUWLFLSDQWVY RYHUDOO H[SHULHQFHV RI WKHLU F
consent and their perceptions and interpretations of the process, an exploratory approach

seems fitting. In this research, data will be collected using a flexible approach such as open

or semi-structured interview questions. It is encouraged that interview data collection will

need to be supported by audio and video recordings for fidelity purposes (Lincoln and

Guba, 1985), with consent. Other tools that could be considered in naturalistic inquiries

include participant observation, focus group interviews, field notes, and documentary

evidence, depending on the objective of the research (Appleton and King, 1997; Lincoln

and Guba, 1985). The hope is to engage in semi-structured face-to-face individual

interviews with participants.

Data analysis: mutual shaping & co-construction of knowledge

Constructivist methodology exploresthe SDWLHQW YV SRV YV LsoOhis/HeQirtdU SUHW D W |
and of his/her experience using the inductive mode of discovery (Guba, 1978 p.190). The

goal of constructivist data analysis is therefore to discover reality by exploring meanings,

intentions and purposes through natural relationships (Mills, Bonner and Francis, 2006).

Marshall and Rossman (2016) assert that constructivist research is required to uncover

what people believe to be true in their unique circumstances (with an understanding that

there is no absolute truth). This is achieved with a focus on the data, whereby the

researcher sieves through to look for instances where natural relationships can be

observed (Guba, 1978). The unique discoveries that emerge can be reported authentically

E\ SURYLGLQJ pWK litHaNIlustkae Baii datd/anR Coht&xt (Lincoln and Guba

1985, p.125).

Having a subjectivist epistemology, constructivist methodology recognises that the
researcher cannot understand the data from a purely objective stance. Instead, the
researcher engages with the data with the hope of simplifying the complexity found in the

data (Levers, 2013). To do so, the ontological and epistemological dimensions merge
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together by the way that the researcher is external to the views of the researched, yet
internal to the emergence through the interpretation and meaning making process (Levers,
2013). So, the researched through data, and the researcher through involvement in the
meaning making process participates in co-construction of knowledge towards theory

building.

Constructivist data analysis involves interaction between the researcher and the researched
(Smith, 1990). It is an exercise that occurs in a dynamic, intuitive, continual, systematic and
transparent process through thinking and theorising (Lincoln & Guba, 1985; Streubert &
Carpenter, 2011). Constructivist methodology is therefore interactive and subjectivist in
nature (Smith, 1990). Analysis starts at the very first interaction with the researched and
continues as data emerges until the end of the research (Appleton and King, 1997). In
doing so, the researcher commits fully to a structured analytic process in order to gain a
wholesome understanding of the data. Analysis is engaged through reading, intuiting,
analysing, synthesising, and reporting of the discoveries (Streubert & Carpenter, 2011). The
meticulous process yields in-depth discoveries and is seen as a meaningful process of

evidence generation (Mclnnes et al, 2017).

In this manner, the constructivist methodology differs from some other qualitative research
approaches in the way that it encourages a detailed exploration of patterns and influences.
For example, unlike ethnography, constructionism is concerned with societal influences on
communities (Shorter and Gergen, 1994). Constructivism supports in-depth transactional
engagement with the researched at individual levels personally through discourse
(Osborne, 1996). This is achieved through the negotiation of meaning during interview
interactions and the subsequent interpretation of data with the sources from which the data
was drawn until a consensus is gained (Guba and Lincoln, 1985). For the constructivist
researcher therefore, hermeneutic and dialectical skills are essential as the researcher
must utilise the skills & art of understanding to be able to identify the significance of human

actions, utterances, products and intuitions throughout the research process (Mcinnes et al,
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2017; Streubert & Carpenter, 2011) . In doing so, the goal of constructivist data analysis is
to interpret, explore, and discover new concepts, constructs, theories, frameworks or

models.

Unlike some other qualitative and/or quantitative methodologies such as ethnography or
surveys, whereby researchers may seek to remain ultimately distinct and objective (Pope
and Allen, 2019), constructivism reaches beyond the superficial grasp of utterances to
construct essence and meaning. The researcher can use the intuitive knowledge of a field
to inform and guide the inquiry process (Appleton and King, 1997). This is considered a
strong element in the choice of constructivist methodology, given that the researcher is a
former clinical research nurse. Indeed, it would be impossible to attempt to claim that the
researcher can fully put aside knowledge of the phenomena being investigated in order to
approach the data with no preconceptions (Dowling, 2006). Instead, the researcher can
seek to relate her knowledge of the phenomena to understand the respondentVY DOOHJLDQFHYV
(Appleton and King, 2002). Such transaction supports a sequenced pattern of flow from a
naturalistic real-life perspective (Lincoln and Guba, 1985). Also, given that the respondents
are aware that the researcher is a former clinical research nurse, it would be unnatural to
pretend a distant stance, which would jeopardise data quality. If dutifully implemented,
Appleton and King (1997) suggest that a constructivist methodology will make an invaluable

contribution in the progression of a fruitful NI (Appleton and King, 1997).

Goodness or quality criteria

The constructivist methodology is no less concerned about quality than is the conventional
researcher, although quality may be measured using different terminologies (Lincoln and
Guba, 1985). Denzin (1971) conveyed that the naturalistic researcher must address the
guestion of replication and whether the research process can be built upon by others. The

recommendation is to maintain transparent processes that allow the reader to assess and
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confirm the trustworthiness of the research outcome (Healy and Perry, 2000; Krauss, 2005;

Osbourne, 1996; Lincoln and Guba, 1985)

In that regard, Guba (1978) explained that both conventional and naturalistic inquirers strive

for quality, but the meaning they each ascribe to the concept is quite different. Highlighting

the differences in terminology, trustworthiness is the term used within NI with regard to

issues of quality,as RSSRVHG WR W KHappiethwitRinpbkitivi® paradigms (Guba,

1990; Lincoln and Guba, 1985). Within NI, quality appraisal or trustworthiness is measured

by the gredibility Pf the research findings, WKH pGHSHQGDELOLW\Y RIrdW\KH LQVWL
the means by which data was collected, pFRQILUPDELOLW\Y LPSO\LQJ DQ DXGL\
conduct in the research process, DQG pWUDQVIHUDELOLW\Y WKH H[WHQW WR
may be transferred in similar contexts (Lincoln and Guba, 1985, p. 289). These terms

parallel the standard criteria of validity, external validity, reliability and objectivity

respectively, in comparison to positivist research traditions (Guba, 1990). The observance

of each of these constructivist criteria will be discussed in more detail in the methods

chapter. In the meantime, for context, some brief discussion is provided below:

Credibility

Some of the basic considerations for credibility relate to the degree to which the

constructed realities that exist in the minds of the research participants are resembled in the

knowledge produced (Erlandson, Harris, Skipper and Allen, 1993). Credibility of research is

judged by depth of meaning and richness of understanding (Streubert and Carpenter,

2011 )XQGDPHQWDO WR WKH LVVXH RI FUHGLELOLW\ LV WKH UH\
potential biases and influences that could impact on data, whilst ensuring richness of

meaning and understanding (Appleton and Kings, 1997). The strategies that enhance

richness of meaning and understanding include prolonged engagement in the field and

persistent observations (Lincoln and Guba, 1985). Persistent observation is applied by

consistently pursuing interpretations in different ways, both during field work and during
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processing of data (Lincoln and Guba, 1985). The purpose of prolonged engagement is to
allow the researcher to immerse themself in the data in order to gain a deeper

understanding of what the data conveys (Streubert and Carpenter, 2011).

Where possible, triangulation is also encouraged, as it promotes the credibility of the
research outcome. Triangulation implies using two or more approaches to research a
guestion (Heale and Forbes, 2013). It relates to the assumption that adopting two or more
different approaches to answer the same question may yield to more rigorous outcomes,
thereby enhancing the credibility of the research findings (Duffy, 1985). Within constructivist
methodology, this may include the way that the population is sampled; using multiple data
sources; or a variety of methods in studying a single phenomenon (Krauss, 2005). The goal
of triangulation is to capture more diverse views and give more perspectives on the

phenomenon being investigated.

Another useful way of enhancing depth of meaning is by providing contextual insights
through referential adequacy materials, which also enable the reader to determine where
evidence may be transferable (Erlandson et al., 1993). Other measures include peer
debriefing D Q@ember FKHENY 3HHU GHE U L Hy te@ewihg/in@rpictativiysH G
with relevant others who may provide feedback and suggestions to guide the research
process (Collins and Onwuegbuzie, Johnson and Frels, 2013; Lincoln and Guba, 1985).
Member checks involves the verification of findings with research participants after they
have taken part in the research; both data and interpretations are reviewed by the research
participants before dissemination (Hadi and Closs, 2016; Lincoln and Guba, 1985. These
measures provide alternative approaches for enhancing the truth level, which is equivalent

to the internal validity measures in the positivist paradigm (Lincoln and Guba, 1985).

Transferability

The goal of constructivist research is not to realise generalizable data but to elicit individual

constructions that will be refined hermeneutically, and compared and contrasted
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dialectically with the aim of generating constructions on which there may be substantial
consensus (Guba, 1990 pg. 27). Some critics have argued that the findings from such a
relativist approach would be of limited use given that knowledge based on individual reality
or truth cannot be generalised (Kumar, 2019; Bunnis and Kelly, 2010; Osborne, 2006). But
Appleton and King (1997) point out that the findings of a constructive research, though not
intended to be generalizable, can be transferable in cases where people hold similar views
about the nature of realities within and across social groups. As highlighted earlier, the
intent is to provide rich descriptions of the research context and settings so that readers can
determine for themselves the transferability of the research outcomes in relevant contexts
(Mclnnes et al, 2017; Guba and Lincoln, 1982, Lincoln and Guba, 1985), summarised as

H*RRG GDWD DUH REWDLQHG E\ JHWWMarghallQ1990@d 192KH ZRUOGV |

Dependability

A credible research outcome should also be deemed to be dependable and no extra test
should be required for checking its dependability (Lincoln and Guba, 1985). However, there
are obvious differences in the two goodness criteria (although overlap exist). It can be
understood that the credibility criterion relates to the truth value of the research data,
whereas the dependability criterion is linked to the degree of consistency; the degree to
which the research could be reproduced given the same circumstances. Dependability
refers to the degree of accuracy and consistency of the research process, and whether any

variance can be trackable (Erlandson et al., 1993, Guba, 1981).

To encourage a dependable research outcome, the researcher is guided to maintain an

auditable trail and to ensure frequent ongoing communication at milestones with other

members of the research team (Lincoln and Guba, 1985). In doing so, and by following a

transparent process in the inquiry, Lincoln and Guba (1985 pg GHFODUiHsony KDW 3
UHDVRQDEOH WR DVVHUW WKDW WKH LQYHVWLJDWRUYVY MXGJHF

he or she interacts with the phenomenon over time ~
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Confirmability

Confirmability is somewhat related to dependability. It refers to the degree by which an
auditor may confirm the process and product of the inquiry; whereby process refers to the
steps of the inquiry and products refer to the data, findings, interpretations and
recommendations; these being the end-products of scientific research (Lincoln and Guba,
1985). Confirmability is fundamental as it determines to what extent the research findings
could be verified by an external checker and to what extent users of research might
consider the findings to be authentic and trustworthy (Lincoln and Guba, 1985). In many

ways therefore to be confirmable is to be dependable (Guba, 1990).

Measures that enhance confirmability are understandably similar to those of dependability

and include appropriate audit trail linkages to sampling strategy (appropriateness of

inclusion/exclusion criteria), raw data, interview notes and document entries (Lincoln and

Guba, 1985). There should also be an audit trail that explains the logic of interpretations,

which may consider the analytic techniques, appropriateness of category labels, quality of

interpretations, and recognitions of alternative interpretations (Lincoln and Guba, 1985).

Ultimately, confirmability measures would allow an external checker to determine and

confirm that the data and interpretations of the study emerged from the raw data and that

WKH FRQVWUXFWLRQY ZHUH QRW WKH RXWFRPH RI D ELDVHG SU

constructions (Mclnnes et al, 2017; Lincoln and Guba, 1985).

Ethics

In all research, regardless of the methodology or philosophical beliefs, it is important that
the wellbeing of human research participants is safeguarded at every stage of the research
process. Marshall and Rossman (2016) remind us that the researcher must be careful
about the sensitivity of those being researched to ensure that ethical standards are
maintained, and that human dignity is not infringed upon. Some of the main principles that

guide ethical research conduct include that the research must first set an answerable
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guestion or objectives and, importantly, the question must be of social and/or clinical value
(National Institute of Health (NIH), 2016). The outcome of the research must also provide
answers to the questions or generate further questions in a manner that generates new
knowledge or confirms existing knowledge (Emanuel, Wendler and Grady, 2000). For a
research outcome to be scientifically valid, the participants must be selected fairly with
considerations for the ratio of risk to benefit, ensuring a balanced rationale (NIH, 2016).
Before any research could be initiated with human participants, the researcher must ensure
that the study has undergone research ethics scrutiny and has been given a favourable
opinion where applicable (HRA, 2017). Each prospective research participant must also be
given all the relevant study information to enable them to reach an informed decision
(Emanuel; Wendler and Grady, 2000). During fieldwork, while involved in research with
human participants, the legacy of the Nuremberg Code and the principles of the Helsinki
declaration must be observed and upheld at all stages (Nuremberg Code, 1947; WMA,
2013). Ultimately, MacFarlane (2009) emphasises that the ethical researcher is one that is
courageous, respectful, resolute, sincere, humble, and reflexive. Chapter Four (Methods)
gives an in-depth discussion of the steps taken to safeguard the dignity and wellbeing of
the participants that took part in this research. Guided by the conditions of the Research
Ethics Committee approval (page 114), the researcher carefully considered measures
around access (118 -121), recruitment (121 +123), data collection (125-128), data analysis
(129), and in the risk assessments for researcher/participant safety during the field work

(128-129).

Statement of researcher reflexivity in philosophical underpinning

The conceptualisation phase of this research provided the opportunity for ongoing reflection
RQ KRZ WKH UHVHDUFKHUfVY YDOXHYVY DQG SURIHVVLRQDO H[SHU

of this research. Palaganias et al (2017) state that the journey of how a qualitative
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researcher shapes and is shaped by the research process is fundamental to the discovery
and understanding of personal and methodological concerns towards learning and growth.
The goal of reflexivity is to enable the researcher to recognise their own values and to allow
others to examine the views of the researcher (Birks et al, 2014; Jotun, Mcghee and
Marland, 2009). From a philosophical perspective, the underpinning ethos of this research
is an appreciation of the real world as it exists (ontology). ) URP WKH UHVHDUFKHUVY
professional stance, it was recognised that the theoretical rules with regard to the process
of informed consent for research were often met with resistance by those for whom the
service was meant to protect. This realisation from a professional perspective guided the
researcher towards a methodology of inquiry that could support an examination of views
and perspectives of those that may be impacted by the system. So, the research aim, and
choice of methodology can be said to have been intuitively influenced by the researcher §

experiences as a former research nurse.

The research field of nursing places more value on the human agency compared to the
more rule-like approaches to knowledge generation associated with biomedical research.
This is not to say that nurses do not engage in quantitative research. However, this
research was determined to provide a rigorous account of the service users fperspectives of
the process of informed consent as it is experienced in the real world, in order to advance
meaningful knowledge. To the researcher, there is the belief that no one is better placed to
determine the worth or value of an experience than those that experience it
(constructivism). About informed consent, a lot has been written about the views of
professionals but very little about the views of the research participants. In many cases,
patients have continued to be the objects of research rather than partakers of it (Carson,
Hinton and Kurinczuk, 2018). Such an ideology UDQ FRQWUDU\ WR WKH UHVHDUFKH#

professional ethos (NMC, 2018).

Intuitively, a gap was perceived between principles and the practice of research ethics in

the real-world context of busy clinical environments. Real life practice appeared to present

103



constant challenges and dilemmas. The dilemmas brought curiosity that led to this research

journey. The search for stability within the scientific research platforms that the researcher

worked in, amid medical professors, intensified. The need to enquire was apparent, but

there was uncertainty about how best to go about finding out that which should be known.

The struggle within resulted from a perceived shift in paradigm. Petty, Thomson and Stew

(2012) acknowledged that the types of knowledge one recognises and values in practice is
LQIOXHQFHG E\ RQHVY RZQ SURIHVMaRamentiuamheVW U\ DQG YD O X
propositional nature of knowledge derived from theories had begun to make less sense

when there was a mismatch with reality. Finally, the decision was made to put the

U H V H D UduKolity h\dome greater use. The outcome led to the start of this research.

Reading about research traditions and the decisions that followed yielded interesting and
engaging discussions with the supervisory team. The options for methodology seemed
endless and the decision appeared complex. Literature review highlighted several
worldviews and methodologies, often with very small but significant differences. Among the
initial contenders were phenomenology, realist evaluation and constructivist methodology.
Although most initially appeared compatible (Barkin, 2014), constructivist methodology

eventually stood out due to its support of unique perspectives and multiple realities.

The search for understanding of the theories about knowledge generation and the anxiety

that it causes for novice researchers is not always documented in published literature. It is

intellectually challenging, and each methodological philosophy is not always clear cut

(Halcomb, 2018; Welford, Murphy and Casey, 2012; Mack, 2010; Duffy, 1985). The

definitions of each concept often occurred in ways that made it difficult to differentiate each

principle between and across the others (Crossan, 2017; Ellis, 2014; Dash, 2005). Goulding

(1999 pg. 862) acknowledged this when she stated that p(W R HQJDJH LQ PHWKRGRORJL
understanding is to enter into a quagmire of contradictions and conflicting philosophies,

ZLWKLQ DV ZHOO DV DhblRied dsbugsinGin pubNsfied literature about

EHILQQHUVY HI[S HltblaHaQKkFoHSEIf-8dhsc@W8ness in the research process. For
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a novice researcher, to simply identify and select the most appropriate methodology is
challenging enough without the requirement to cross-reference unclearly defined

methodological borders.

Summary of chapter

The philosophical underpinning of this research is compliant with the NI paradigm (Lincoln
and Guba, 1985), also referred to as constructivist inquiry (Lincoln and Guba, 2000). The
constructivist research process operates on the belief that multiple constructions of reality
exist, as reality is relative and unique to everyone (Lincoln and Guba, 1985; Lincoln and
Guba, 2000). By adopting the constructivist methodology, this research acknowledges that
all people do not experience the world in the same way and that any such attempt to
control, manipulate or impose universal or law-like rules in the conduct of informed consent
for clinical research may be futile. In seeking a holistic and in-depth understanding, this
research will instead engage in dynamic relationships with the researched in an attempt to
explore contextual realities and their impact on decision making for research. Regarding
trustworthiness and the authenticity of the design statements of this research, Marshall and
Rossman (2016) summarise that the essentials of good and quality constructivist research
are judged by an explicated research process. Spelling out the research process in detalil
allows the audience to judge for themselves whether the research process and outcome
can be trusted. Second, WK H U H YV H&3&lifmptibnd &r§ to be clearly stated as that
enables the audience to appraise the research against personal biases. Third, the
researcher must avoid value judgements both in data collection and in analysis. This is to
ensure that the views expressed in the research reflect the views of the respondents.
Fourth, there ought to be abundant evidence from raw data that shows a link between the
presented findings and the real world. This is enabled by presenting data that are readable

and accessible, and can include texts, graphics, models, charts and figures (Marshall and
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Rossman, 2016). Further, the researcher must be tolerant of ambiguity and willing to
pursue alternative explanations where indicated. Finally, data is to be preserved and be
made available for reanalysis should the need arise. The next chapter presents the actual

steps taken in the conduct of this research.
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Chapter 4

Methods

Introduction

This chapter discusses the steps followed to realise this enquiry. The basic tenant of this
research was to provide an insight into the research participants funderstanding as it relates
to the process of informed consent for clinical research. Note therefore that the product of
this research was not to measure understanding, rather to set out to explore views and
generate insight. To this effect, the research implemented an exploratory research design
guided by the constructivist-NI framework. Data was gathered using semi-structured
individual face-to-face interviews with clinical research participants in the natural setting.
Bryman (2016) described research design as an outline of the various criteria that the
researcher followed in the generation of research evidence, while method details the actual
steps and procedures carried out to yield the research outcome. This chapter therefore
appraises the procedural steps implemented in order to uphold the ethical and

methodological values that underpinned this research.

The focus and context of the study necessitated specific measures concerning choices for

accessible population, sampling design, participating research sites, the retrieval of the

actual samples and issues with sample size. Measures were implemented to overcome
JDWHNHHSHUVY JHDUVKLIWYV LQFOXG adess\WoltghMNKIBOOHQJHYV LQ (
departmental frontiers, clinicians, research team leads and other signatories. Engagements

during data collection by way of individual face-to-face semi-structured recorded interviews

and the analysis of data followed guidance from Lincoln and Guba (1985, pg. 336 +£356),

Tesch (1990, pg. 142 £145), Erlandson et al (1993, pg.111 +122), Harding (2013) and
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Wutich and Ryan (2016). The chapter concludes with an evaluation of the various

approaches taken to enhance rigour and the trustworthiness of the research findings.

Accessible population

Population refers to all possible participants or items that could be included in a sample
(Gerrish and Lacey, 2010). The population of interest for this research was patients that
had been recruited and/or who had taken part in a clinical research study. The study sought
to recruit actual patients that were diagnosed with a medical condition and that had been
cared for within the NHS, and for whom as a consequence of their ill health, had taken part
in a clinical research study within the acute care setting. More precisely, the individuals
ought to have experienced ill health personally, so relatives or family members of the
patients were not targeted. Also, although clinical research does involve healthy volunteers
in certain research studies such as randomised controlled trials or other studies that often
require family members of patients for screening purposes, this study excluded healthy
volunteers, as the intention was to capture the views of actual patients. It was thought that
the complexity and dilemma of deciding to take part in clinical research as part of a
treatment option might be uniquely placed for the individuals that are personally involved in
it. The thought was that the process of informed consent could hold different meanings
particularly to patients for whom the liberty of choice and freewill may not always seem
plausible in the face of limited treatment options. Such manifold reality may not be
associated with healthy volunteers or other categories of clinical research participants.
Hence, certain elements of the informed consent process for clinical research may not be
perceived equally by healthy volunteers, as may be the case for the actual patients involved
in clinical research. This informs the focus of this research on actual patients in order to
FDSWXUH WKH XQLTXH OHQVHYVY RI SDWLHQWVY H[SHULHQFHV DQ

beliefs that guide their perception of the consent process for clinical research.
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Furthermore, the research sought to recruit adult patients with capacity to consent and an
ability to engage in the meaning making process by constructing their own version of reality
from the consent process. Children under 16 and adults lacking capacity were therefore not
targeted as it was thought that such patients might not have been able to engage at the
deep level of meaning making or construction of meanings required within the

constructivist-naturalistic framework.

To narrow the population to a manageable focus, four NHS Foundation Trusts located in
the North East of England were identified. The Trusts were selected due to the obvious
geographical benefits of convenience, as well as for their active engagement in clinical
research studies within the acute care setting. Three of the four NHS trusts subsequently
supported the study and served as Participants Identification Centres (PIC) by identifying

and allowing access for the recruitment of potential participants within their organisations.

Purposive sampling strategy

As with the constructivist-NI paradigm, the choice of sampling for this research was
purposive (Lincoln and Guba, 1985), which enabled the researcher to target research active
Trusts and units that allowed for the collection of rich data (Cresswell and Poth, 2018;
Patton, 2015). Sampling was carefully thought out to allow for the selection of participants
that would provide rich and relevant insight on the real issues that impact on patients. Burns
and Groves (2017) highlighted that the sampling technique used in a research study is
critical to the credibility and utilization of the research findings. A purposive sampling
approach relates to the selection from a target population the individuals with the greatest
potential that will allow for depth and richness of data (Mcinnes, Peters & Bonney et al,
2017). To capture real-life issues, this research recruited patients with varied medical
diagnoses from a range of clinical research platforms. With that in mind, the researcher
engaged in discussions with organisational R&D departments to identify suitable
investigators for subsequent negotiations. The researcher then met with supportive

investigators and lead research nurses who helped determine that patients suffering from
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long term conditions such as those from cancer units, cardiovascular units, orthopaedics
units, gastroenterology units, DQG IURP ZRP HQ 1 Vappkbpriaxey kolated tbH
participate in the study. It was considered that the unique positions of individuals living with
an enduring medical diagnosis would encourage a deep and authentic insight into the

diverse realities that may compound decision making in the real world.

With the support of research nurses, potential participants were identified and screened
before being targeted for study invitations and recruitment. Purposive sampling was applied
in the sense that prior decisions were made on the location, types of hospital setting,
specialties and patient categories that were targeted to participate in this research (Morse,
2020; Coyne, 1996). In line with the NI orientation, typical and divergent data was aided
during the interview discourse by the way that the researcher probed, in her function as a
human instrument, for further insight where necessary (Denzin, 1971). Specifically,
participants were supported to provide in-depth explanations of both typical and divergent
patterns of reasoning and meaning making during interviews. The approaches taken
increased the range and depth of dataand PD[LPLVHG WKH UHVHDUFKHUYV DELOI
emerging themes with due consideration for contextual and diversified normalities
(Erlandson et al, 1993). This is an important tenet in constructivist-NI, whereby sampling is

governed by the researcher { Msight into what is relevant to the study.

Sample size

19 participants took part in this research, offering deep insight into the real issues that

impacted on participants flecision making for clinical research. As with naturalistic inquiries,

WKLV UHVHDUFK LV FHQWUHG RQ WKH WKHRUHWLFDO DVVXPSWL.
VXPY ZKHQ KXPDQ H[SHULHQFHV LQWHUSUHWDWLRQV DQG XQGl
To produce depth and richness, the goal was to generate a sample that will provide

valuable insight, particularly from the missing voices in the deliberations on the process of

informed consent in the available literature. Therefore, sample size was of less importance

than it might be with other approaches. In relation to sample size when using a purposive
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sampling strategy, the basic rule according to Paton (1990) is that there are no rules for

VDPSOH VL]H )RFXV LV RQ pTXDOLW\{finformetighHichnas&mltery TXD QW L W
than information volume (Erlandson et al, 1993). In some previous haturalistic research, it

has been possible to conduct naturalistic inquiries with fewer than 8 participants (Barrett,

2005; Veltri, 2010; Williams, 2005) and as many as 44 participants (Sogoric et al, 2004).

Although rare, a sample size of 110 participants has been recorded (Belk, Sherry and

Wallendorf, 1988). Focusing on a relatively small number of participants enables the

researcher to concentrate and discover an in depth understanding of the needs, interests,

thoughts, perceptions, impressions, feelings, views, behaviours, values, opinions,

FRQFHSWLRQV H[SHULHQFHV DQG PHDQLQJV IURP WKH SDWLHQ
the central tenets of this research, which can only be achieved effectively with a relatively

small sample size.

Others suggest that a key determinant of sample size in qualitative research relates to the
point in the data collection and analysis process where the results from new data
collections start to appear redundant, meaning that no new finding emerges (Morse and
Clark, 2019). This is particularly applicable in grounded theory research designs, where
data saturation is considered when additional interviews or data are not believed to add
new information to the dataset (Appleton and King, 1997). However, Van-Rijnsoever (2017)
and Josselson and Lieblich (2003) cautioned against the utilization of the saturation
concept in research such as constructivist-NI as each individual experience and perspective
is uniguely placed. It is argued that each individual participant may potentially have
something unique to contribute to an inquiry from his or her unique perspective, so
saturation of data may never truly be realized as each new participant could potentially
reveal new findings (Van-Rijnsoever, 2017). Instead, the focus in constructivist-NI is to
select an appropriate sample that provides quality data by the breadth and depth of the
transactions. Morse and Clark (2019) offered a guide of 10 participants as a reasonable

estimate in NI but preferably more. Considerations about sample size are an important
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element in the planning and conduct of scientific inquiry as they enable users of research to
make judgements on the quality and appropriateness of the research process and

outcomes (Morse, 2020; Sandelowski, 1995; Morse, 1991).

Actual sample

The sample is the selected group of people or elements included in a research study (Burns
and Groves, 2017). This study recruited 19 patients that had been involved in the informed
consent process for clinical research. This included five (5) participants from cancer
research, five (5) participants from cardiology research, one (1) participant from
orthopaedics research, four (4) participants from endocrinology research and three (3)
participants from gynaecology research. Two other potential participants could not take part
in the study pV FUH HQ hebitsCe¥ffessed that she was involved in numerous other
studies at the point of recruitment, so it was reasonable to support her to withdraw from
participation in this research. The second did not appear to have good memory of past
events, so was excluded on grounds of memory lapse as judged by the researcher.
$OWKRXJIK LW FDQ EH HDV\ WR RYHUORRN LVVXHY FRQFHUQLQJ
researcher, as a former clinical research nurse, was duly attentive and sensitive to the
fundamental principles of ethical research practice. Irrespective of the desire to advance the
study recruitment targets, the principles of beneficence, non-maleficence and professional

integrity underpinned all decisions and actions.

The researcher was satisfied with the varied disease representation in this research as this
was typical of the set of individuals that makes up real-life clinical research participation. It
signals the group of patients that are most often the subject of health research, such as
those with challenging and life-threatening diagnoses. For example, cancer is a disease
that threatens life, with limited treatment options in the standard treatment pathways. This
means that patients are often faced with dilemmas and lack freedom of choice in their
treatment plans, necessitating involvement in clinical research as an alternative pathway for

treatment (Berrios, James, and Raraigh et al., 2018). Similarly, cardiovascular diseases and
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their related pathophysiology can present patients with life threatening realities, and
participation in relevant research studies may be perceived as an unavoidable pathway to
improve their wellbeing. Cardiovascular diseases such as advanced coronary artery
diseases and other abnormalities can be immediately life threatening, unlike some other
chronic conditions. Comorbidities can activate and present patients with varied realities,
which may not be associated with less troubling clinical abnormalities. Table 3 summarises

the actual sample that was recruited to take part in the study.
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Table3 Actual sample

Pseudonym Age | Gender | Ethnicity Marital Occupation Medical
status history
Mathar_1 69 Female | White Widow Retired Endocrinology
British
Winnie_2 66 Female | White Widow Retired Endocrinology
British
Peter_3 59 Male White Married Businessman | Cardiac
British
Mary_4 85 Female | White Widow Retired Endocrinology
British
Silas_5 48 Male White Married Self-employed | Cardiac
British
Naomi_6 63 Female | White Married Hospital Endocrinology
British governance
board member
John_7 70 Male White Widower | Retired Cardiac
British
Ron_8 67 Male White Married Retired Cancer
British
Don_9 65 Male White Married Retired Cancer
British
Ivanka_10 65 Female | White Married Retired Cardiac
British
Hannah_11 64 Female | White Widow Retired Endocrinology
British
Eric_12 67 Male White Married Retired Cardiac
British
Maggie_13 58 Female | White Married Unemployed Orthopaedic
British
Nicolas_14 69 Male White Married Retired Cancer
British (Policeman)
Simon_15 58 Male White Married Employed Cardiac
British
Andrew_16 67 Male White Married Retired Cardiac
British
Stephen_17 39 Male White Single Employed Cancer
British (NHS)
Philip_18 50 Male White Married Employed Cancer
British (scientist)
Jude_19 66 Male White Widower | Retired COPD
British

Ethics review submissions

With the decision to sample across four NHS Foundation Trusts and with the focus on NHS

patients, this research was submitted for ethical opinions from the Higher Education

Institution (HEI), and the NHS Research Ethics Committee (REC). It is a governance

requirement that any research involving NHS patients or staff must undergo NHS Research

Ethics Review, whose focus is to oversee that a research plan is ethical, feasible and does
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not expose potential participants to avoidable harm (HRA, 2017; NRESS, 2011). The HEI
Faculty Research Ethics Committee (FREC) reviewed and approved the study on condition
of some minor ethical recommendations for the initial draft of the protocol. These
requirements were duly attended to and a final FREC approval was granted by CKDL U TV

action after which the study proceeded for the NHS Ethics Review submission.

A submission was made for NHS REC review via the Integrated Research Application
System (IRAS) as required, (NRES, 2018; NRES, 2011). The application was submitted to
a regional NHS REC for a proportionate review via IRAS. A submission for a proportionate
REC review is considered when a research plan does not indicate substantial material
ethical issues and it is usually an accelerated ethical review process (HRA, 2018). It is
shorter than full Research Ethics Committee review meeting, where the researcher is
required to attend in person to discuss a study. This study therefore was deemed low risk

and was accepted for the proportionate review process.

As with the FREC review, an initial feedback with a favourable opinion was received with
minor recommendations to the protocol. A meticulous effort was made to address the NHS
REC recommendations successfully. Finally, a favourable REC opinion recommending the
conduct of the study in the NHS was granted. Altogether a total of 16 study documents
were reviewed and approved by the NHS REC Panel within a three-week period from the
initial submission on the 7" of October to the final decision letter of a favourable opinion
without further conditions on the 31 of October. The speed of the NHS ethics review
process was admirable, considering the historical delays associated with the NHS REC

review processes (Petrova and Barclay, 2019; Hallowell et al, 2008; Hearnshaw, 2004).

Institutional Research and Development Reviews

Following the favourable opinion by an NHS REC committee, the study subsequently
underwent organisational Research and Development (R&D) reviews at the four NHS

Foundation Trusts. However, securing organisational R&D approvals proved daunting at
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some organisations. Applications to the four Trusts took place between November 2014
and June 2015. As highlighted by Thompson and France (2010), there were substantial
variations in R&D application procedures. The effectiveness of the research governance
personnel was also beyond the expected standards. One of the aims of the Research
Governance Framework in the UK is to streamline the governance approval process in
order to support a more effective and efficient governance review structure across all fronts
(DH, 2005 & 2001). The IRAS application system was one of the initiatives aimed at
streamlining the process by the way of an integrated research application system (HRA,
2017; NRES, 2011). However, the experience of this research found a different story. It
looked as if the Framework and related initiatives were disregarded or misinterpreted. Each
organisation required several study documents to be directly provided to them and in most
cases the requirements and procedures were peculiar to each. This meant that the
researcher observed different procedures in the R&D submissions across the four NHS
sites. The length of time for processing the applications also caused delays that

unavoidably hampered the starting and progression of the research.

One of the organisations declined to support the study with no reason given. This is

notwithstanding that a few of its senior clinicians had expressed interest and willingness to

support this study. One could only assume that the research and development department,

as the institutional frontier for research, may have been uncomfortable with the focus of the

inquiry. Difficulties in initiating a methodological focused research from within institutional
FRPPLWWHHYV IRU VWXGLHV W KD \E welldbdukhénte & Kickenzie ddalV HD U F KH L
(2010), recounting their experiences researching the researchers, pointed to some ethical,
methodological, DQG SUDFWLFDO FKDOOHQJHY LQ DFFHVVLQJ D pGLIIL
This is although methodological research studies usually have minimal or no discomfort to

the potential participants and with great potential for public and professional benefit. An

awareness of the views of research participants on the process of informed consent, for

example, is a vital step in determining the effectiveness and adequacy of the ethical and
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methodological principles guiding clinical research. Such awareness points to a need for a
larger inquiry or for training and/or policy reforms at various levels of governance. Further,
any ineffectiveness in methodological approaches, such as the process of informed
consent, can impact on both the research product/publications, and more importantly the
evidence-based guidelines on which real life clinical decisions are based. The researcher
had hoped therefore that this methodological focused research would have been embraced
by all the potential beneficiaries, especially the R&D research community, and clinicians

and patients alike.

A second Trust displayed some relative reluctance or inefficiency in the length of time (6
months) it took to respond and process its R&D application (November 2014 - May 2015).
However, the researcher is mindful that research and development departments are
required to consider more specifically the practical logistics of supporting a study at their
institutions. This is notwithstanding any scientific benefit that a study may vyield. Scientific
considerations are usually undertaken by the Research Ethics Committees; the practical
elements in the review process, such as staff support and facilities, are usually scrutinised
rigorously by the institutional R&D departments (Al-Shahi, 2005). These may have been
credible reasons for the refusal of any research study. In this case however, the institution
concerned is known to support academic research projects with a reasonable infrastructure
in place, being a teaching hospital itself. A notable difference could have been the focus of
this inquiry, which may have been misinterpretedas SROLFLQJ WKH LQVWLWXWLRQV
research practice. It is well-documented that the biomedical research community are often
reluctant to allow for outside scrutiny of their practice in their conduct of clinical research
(McKenzie et al, 2010). Stamer et al (2015) in their investigations of ethical research
practices across Europe reported a jaw-dropping variation in ethical research practices
relating to informed consent. In their survey of some European hospitals, it was reported
that only about 25 to 30% of the institutions surveyed provided information to participants

on details such as risks/benefits of participation etc. It is easy to see therefore how some
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institutions may be uneasy for a researcher to explore their practice of such an important

element at the heart of ethical research.

These real-life challenges of accessing a difficult to research community mandated the
researcher to adapt the research plan substantially from the initial plan of action. The initial
research plan had incorporated an observational element in the informed consent process
for clinical research. However, it was feared that may have been too intrusive and
impractical in a busy clinical research unit. Some research staff may not have been
DPHQDEOH WR EHL Qdthey ixMoredHtligcrddfal @Pocess. Any such reluctance
might have hampered recruitment to the study, which by extension could have undermined
the success of this research. These were some of the painstaking considerations that point
to a bigger picture of all the hindrances and limits to the initiation of meaningful and

valuable research in NHS institutions.

Two other NHS Trusts were very proactive and efficient in their procedures and processes.
In the end, three of the four NHS Trusts granted approval and supported this research as
Participant Identification Centres (PIC). The success with relevant governance approvals at
the local level was the outcome of a tedious process, indicating the degree of resilience
required of researchers daring to conduct research that may involve recruitment from or

within NHS organisations, including patients and/or members of the NHS workforce.

Navigating for access to participants through clinical research teams

Following the necessary site-specific governance approvals, the next stage involved a
significant level of networking with various research staff including clinicians, departmental
research leads and frontline clinical research staff. Negotiations ensued with the practical
arrangements relating to the identification, screening, and distribution of study invitations to
potential research participants. The researcher sought and engaged in several meetings
with key members of staff at each of the participating NHS sites. Networking involved both

email and telephone correspondence, and subsequent face-to-face meetings with staff. As
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anticipated, this stage proved challenging and demanding but was vital to the realization of
the research study. In certain units, a significant degree of resistance was encountered. It
appeared that some local networks and units found the need for mediation to protect a
perceived sense of partnership in their organisational cultures. Wenger (2010) talked about
communities of practice and the challenges of operationalizing from the peripherals in
situations where the community feels the need to guide their incumbent indulgences. The
FRQFHSW RI 3FRPPXQLWLHV RI SUDFWLFH" UHODWHV WR D JURX
passion for something they do (Wenger, 2010; Wenger, 1998; Wenger, 1996). The
community may hold their connections and relationships with one another closely and may
naturally fight off a perceived predator that appears to threaten their domain (Wenger,
2010). To overcome the challenges, the researcher utilised insider knowledge of the
community and sought to build and develop effective working relationships with frontline
staff. Initially, some research staff appeared to sustain self-consciousness by a repertoire of
tricks to deter the researcher. However, persistence by the way of regular emails, phone
calls and face-to-face drop-in meetings proved successful in navigating the essential
departmental frontiers. It was the good working relationships with the clinical research leads
and the frontline research staff that paved the way for the screening and identification of the
potential research participants. The researcher practically engaged to sustain a presence
over a 9-month period during the data collection stage (March xDecember 2015). Meetings
were held periodically with the research teams to touch base and maintain momentum,
without which the recruitment could have easily stalled prematurely. Occasional email
prompts were also sent to the responsible clinicians whenever recruitment appeared to
drizzle, a possible indication that staff may not have been distributing the invitation packs as

proactively as they might.

That said, an encouraging number of clinical research staff were very supportive from the
outset as they considered this research a topical and important study that is meaningful for

both research staff and clinical research participants. The importance of this research was
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thoroughly valued by some clinicians, who praised the scientific merits of the research
protocol and committed to support the study. However, it was also evident that despite the
layers of merited approvals, some staff appeared underestimate the scientific contributions
of methodological research on the practical applications of ethical theory, especially
exploring practical judgement of the views of patients. It may have been challenging for
some staff to appreciate the worth and scientific merits of research that did not directly

impact on clinical outcomes.

For this reason, efforts were made to design the study so that all the responsibility was on
myself as the researcher, to minimise the duty on the clinical research staff. The initial plan
was for all the research-specific activities to be completed by the academic researcher. The
researcher, an experienced former clinical research nurse, was familiar with the dynamics
of the clinical research environment and thus planned to undertake the screening and
identification of potential research participants given appropriate access permissions. The
intention had been to approach and distribute the study invitations directly within the
departments after conducting a pre-screening of the potential participants alongside staff.
This may have enabled a more collegial approach in the recruitment process. However, a
condition of the governance approvals required that the study was first introduced to
potential research participants by members of the clinical research team. NHS REC
required that the responsible clinician or a delegated member of the clinical research team
identify, screen, and introduce the research to the potential clinical research participants,
including the distribution of study invitation packs. This was deemed necessary to observe
ethical boundaries and safeguard the privacy and interests of patients. The academic
researcher was therefore prohibited from direct contact with the potential research
participants until after the patients had considered the study invitations independently. Such
a measure, although well-meant, did present some challenges in the recruitment process.
As discussed below, the bureaucratic process appeared excessive given that the academic

researcher was a fully trained clinical research nurse who had recently left practice at the
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time of recruitment. It also resulted in significant delays in the speed of recruitment as
discussed, especially given that the research is an academic programme with pre-
determined time limit on the length of engagement for the research. This inevitably

contributed significantly to delays in the recruitment phase of the research.

The recruitment process - locating the sample and the process of informed consent
The recruitment process evolved in three stages; the distribution of study invitations by the
responsible clinicians; a response from interested potential participants by return of the self-
addressed envelopes included in the invitation packs; and the completion of a full informed

consent process by the academic researcher, leading to enrolments in the study.

Stage one involved the introduction of the study to potential research participants by the
responsible NHS clinicians/clinical investigator. This occurred after the patients had been
involved in an informed consent process for a clinical research study. Study invitations for
this academic research were initiated withinweeks 1- RI D SDWLHQWYVY LQYROYHPHQ
informed consent process and/or upon their enrolment on a clinical research study. All the
potential participants eligible for inclusion into this study were invited to take part in the
study by the way of an invitation pack (see appendices 01, 02, 03 and 04). The invitations
were initiated by the way of a very brief introduction by the responsible clinician or members
of the clinical research team. The study invitation packs contained invitation leaflets,
participant information sheets and the contact details for the academic researcher. The
individuals interested in the study were advised to contact the academic researcher by
telephone for further information on involvement. The patients also had the option of
contacting the researcher by returning a self- addressed pre-paid envelope, which was

included in the study invitation packs (see appendix 02).

In the second stage, the academic researcher responded to the interested research
participants who replied. A follow-up contact was established via a telephone call to the

individuals within a 2-3-week period of their involvement in an informed consent process for
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a clinical research study. The goal of the telephone conversation was for the researcher to
introduce herself to the potential participants and to establish if they remained willing to be
involved in the academic study. Information was also discussed regarding the informed
consent process for participation in this study. Opportunities were provided to answer any
guestions that the participants may have had in preparation for and, prior to, a face-to-face

meeting with the researcher.

The third stage involved the actual enrolment of the participants into the study by the

completing a full informed consent process. This took place during a face-to-face meeting

with the potential participant at a place of their choosing. Here, the researcher discussed

the participant information sheet (appendix 03) thoroughly and reiterated all elements that

had previously been discussed over the telephone. A further opportunity was provided to

clarify any concerns, before obtaining consent both verbally and by way of a signed consent

form (appendix 04). The informed consent process was an ongoing process throughout the
SDUWLFLSDQWVYT LOQYROYHPHQW LQ WKH VWXG\ 7KWpt8BDUWLFLSL
study closure without having to give any reason was reiterated. Contacts were provided to

the participants should they need to contact the research team for any reason. See Figure 3

below for summary of the screening and recruitment flowchart.
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Academic researcher meets individually
with relevant clinicians & resrch
nurses atltime convenient for them to
introduce & discuss study

Potentially eligible research participants for the consent
study identified from ongoing clinical research projects b
reseach nurses.

Potentially eligble research Invitation packs containing:

participants sigposted to our Study nvitation leaflets,

consent study AFTER they ha Participant Information Iseets

been enroléd in a clinical and Participant Reply Slips

research study. given to potentially eligible
research participantsy clinical
research staff.

If interested, patient contacts academic
researchemby returning theparticipant
reply slips in the sefiddressed/stamped
envelopes supplied.

Academic researcher contacts
potential researctparticipants
through the personal contact
details provided in the reirned
participant reply slips.

Figure3 Seceening & Recruitment Flowchart
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Setting

Data collection took place in a variety of locations all of which were natural settings. This
included quiet and private places within the hospital units, including cancer day units, out-
SDWLHQW FOLQLFV PHHWLQJ URRPV DQG LQ VRPH FDVHV SDWL
was predominantly decided by the patient and in most cases reflected the natural setting in
which the initial clinical research study had taken place. Duffy (1985) and Lee (2006)
cautioned that the environment for naturalistic research methodology cannot be controlled
or manipulated in same way as the environment of objects in the hard sciences. Human
participants as social beings are conditioned to thrive in natural settings. Any artificial
attempt to alter the natural setting of the phenomenon being studied, may blind the
research outcome (Duffy, 1985). It is common for clinical studies to be designed and
conducted atthH SDWLHQWV Y FR Q WeiMinirkise Ay far€seldbIE hukden on
potential research participants. This was an important element in the ethical review
considerations where committee members sought reassurance that patients would not to
be subjected to avoidable discomfort during their involvement in the research. With that in
mind, and in accordance with the logic of constructivist-NI paradigm, decisions on the

venues were left to patients where possible.

There were benefits of conducting the research within the field in the natural setting, but
there were also some challenges. Notably, the natural settings were useful in enabling the
participants to be at ease without undue anxiety or pressure. The setting enabled space
and time for all involved to reflect and interact freely without intrusions or distractions. The
participants were encouraged to discuss their views and opinions more openly in privacy,
without any perceived undue influence by others, such as clinicians, amid the hustle of
clinical activities. Participants that chose their homes as the setting were privileged to be
able to retrieve and refer to certain study documentation such as the participant information
sheets. It was also interesting to observe that some participants opted to involve their

significant others in the conversations, especially those that chose their home for the
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research setting. The home setting proved a relaxing atmosphere as opposed to hospital
wards, which are often associated with challenging personal circumstances. The neutrality
of the natural setting shifted the balance of power to the participants, which fostered open
and free dialogue during the interviews. On one occasion, this was manifested when a
participant expressed his disapproval with a contradiction in the information that he
received during the informed consent process for the clinical research he had participated
in. Such dialogue might otherwise have been stifled in a less neutral environment. This
demonstrated the usefulness of open dialogue without such stringent control of the objects

of inquiry.

Privacy enabled the researcher to maximally engage in attentive listening and be alert to
both verbal and non-verbal communication clues, which is often challenging in busy clinical
environments, such as at the bedside on the wards. The natural setting therefore added
strength to the outcome of the research findings as the participants were supported to
reveal issues with deep-rooted significance to them. For those that selected a hospital
venue, the flexibility was useful to them as most already had scheduled hospital visits as
part of their clinical research procedures and treatments. In all cases, inconvenience was

minimal for all the participants that took part in this study.

Data collection method: Individual face-to-face semi-structured interviews

Data was collected through individual face-to-face semi-structured interviews. According to
Kvale and Brinkman (2015), a research interview is a conversation that has a structure and
a purpose. It goes beyond the spontaneous exchange of views to a careful questioning and
listening approach with the purpose of obtaining thoroughly tested knowledge (Kvale and
Brickman, 2015). Although there are alternative interview strategies, such as structured and
unstructured approaches (Gillham, 2000), the semi-structured interview technique was
preferred as it enabled the researcher to focus the inquiry while allowing participants the
ability to direct the inquiry process. Semi-structured interviews support the use of a flexible

semi-structured interview guide, containing a scheme of questions to be explored, which
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helps to keep the interview focused on the central topic of inquiry (Rubin and Rubin, 2012).
This interview approach is recommended for healthcare research such as the one proposed
in this study, which utilises face-to-face individual conversation and that requires extended
responses on a single occasion (DeJonckheer and Vaughn, 2018). Comprehensive depth
of meaning was achieved using prompts from the interview guide and follow-up questions
to moderate and redirect the interview discussion on the central topic while enabling the
participants to express their opinions openly and systematically (Rubin and Rubin, 2012).
The semi-structured interview guide used in this research was made up of open questions,
which served as a start point but allowed the participant to extend the conversation and to
express their views. The guide was developed by the researcher and reviewed by the
principal supervisor. The final draft was subsequently piloted with selected postgraduate
peers, who provided added scrutiny, having themselves participated in clinical research
previously themselves. See appendix 05 for the semi-structured interview guide and the

sample of open questions.

Before data collection, a period oftwo ZHHNV ZDV DOORZHG IURP WKH WLPH RI
LQYROYHPHQW LQ WKH FOLQLFDO UHVHDUFK VWXG\ WR WKH SD
research study. This allowed participants time to reflect on their experiences of taking part

in the informed consent process for the clinical research study. Such introspective

reflections on actions and meaning making could only have been carried out

retrospectively. A reasonable timeframe was also crucial to avoid memory lapse on the part

of the participants. A lapse in memory can lead to recall bias, an inaccurate recollection of

HYHQWYV IURP WKH SDVW RZLQJ WR D FKDQJH LQ WKH SDWLHQW'
(Janssens et al, 2018). Conversely, an increase in exposure to an event may result in a

positive shift in perception, owing to an increased knowledge and understanding from the

repeated exposures. Relating to the informed consent process, a research participant could

develop a change in perception resulting from increased knowledge following involvement

in a study. For these reasons, conducting the interviews as soon as was practically possible
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after the participants finvolvement in the process of informed consent for the clinical
research studies, helped to minimise recall bias. These considerations underpinned the

UDWLRQDOH IRU WKH DSSURDFK RI phVRRQ DIWHU UHFUXLWPHQW

Interviews were conducted in the pa U W L F LnatDrg@) ¥eétfings. Prior to the start of the
interviews, participants were reminded of the purpose of the research, and the questioning
format. At the same point, the participants were reminded that the interview interactions
would be audio-recorded (with their permission). The participants expressed satisfaction
with the information provided and gave a written and verbal consent for the audio recording
of the interviews. Cohen, Manion and Morrison (2011) emphasised that it is crucial that the
researcher strives to put the research participants at ease by explaining the format of
proceedings regarding the organisation of the interview. The researcher, a former clinical
research nurse, utilised her enhanced interpersonal skills to reassure participants and

explain the encounter before the interviews commenced.

The researcher, being the key instrument for data collection, asked questions proactively
and listened attentively while observing the behaviours of the participants for non-verbal
attributes throughout the interview process. This was a strength of the NI paradigm in
combination with the constructivist methodology and the individual face-to-face semi-
structured interviews. Of particular help was the effective use of mood, tone of voice, speed
of talk, pauses, and the skills of probing, summarising and occasional reflections on
remarks made by the interviewee (Cohen, Manion and Morrison, 2011). This strategy
supported the researcher to maintain a sustained focus on learning the meanings that the

participants expressed (Cresswell, 2018).

During the interview, the researcher asked questions in a manner that encouraged open
and holistic answers. Exploratory research questions consisted of non-directional
exploratory verbs, as recommended by Cresswell and Poth (2018). Creswell and Poth

(2018) suggested that such an open-ended technique to questioning enables the
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participants to provide holistic and in-depth responses in the exploration of the

phenomenon under investigation. An example questionis 3&DQ \RX WHOO PH ZKDW \R)
remember about being asked to take partiQ WKH FOLQLFDO UHVHDUFK VWXG\"" )
the researcher recognised that complex human experiences cannot be retold by a

prescriptive approach, and that for depth of insight, the researcher must be able to steer the

interview process in a subtle, sensitive, therapeutic, and progressive manner (Billham,

2000). Using follow-up questions and probes, the researcher remained attentive to the

participants §houghts, feelings and beliefs about their experiences while discussing

personal and sometimes sensitive issues. The process undertaken yielded a natural

therapeutic conversation that was also a comprehensive and systematic research outcome

that uncoveredthe mMHDQLQJ RI SDUWLFLSD Q Wairunigi&S peispedt®esHY IURP

Risk assessment and researcher safety

Naturalistic inquirers collect data in the field at the various sites where participants

experienced the phenomenon under investigation (Cresswell and Poth 2018). Instead of a
ODERUDWRU\ HQYLURQPHQW WKH VHWWLQJ LQFOXGHG SDWLHQ
various hospital locations. These locations were pre-approved by the Research Ethics

Committee with due consideration for both the researcherandre VHDUFK SDUWLFLSDQWV T
To diffuse the threat of lone working, the researcher implemented a strategy whereby a

member of the research team was notified by telephone upon arrival and departure from

the interview locations. This was in addition to a personal break-away alarm device that

was carried by the researcher.

'‘DWD $QDO\VLV IUDPHZRUN &RQVWUXFWLYH poODQXDO $QD

Data analysis was a continuous process in which the collection and analysis of data

occurred hand in hand (Erlandson et al. 1993). Lincoln and Guba (1985) explained that the

128



procedure for naturalistic data analysis is an inductive, generative, constructive, and
subjective process whereby conceptual categories are arrived at in terms brought into the
inquiry by the respondents. The data source comprised of interviews, which were recorded
with consent and then transcribed. Following guidance from Lincoln and Guba (1985, pg.
336 +356), Tesch (1990, pg. 142 +145), Erlandson et al (1993, pg.111 +122), Harding
(2013) and Bernard, Wutich and Ryan (2017), thematic analysis was conducted. Braun and
Clarke (2006) describe thematic analysis as a method for identifying, analysing, reporting,
and interpreting themes from within a dataset. The following discussion specifies the steps
and rigorous decisions made by the researcher in the analysis of data yielding to the

conceptual categories, themes, and constructs (Lincoln and Guba, 1985).

Many approaches can be used to analyse naturalistic data such as the Framework
approach (Hackett and Strickland, 2018; Gale, Heath, and Cameron et al, 2013), Constant
Comparison analysis (Varghese, 2009; Marrow, 1996; Appleton and King, 1997; Glaser and
Strauss, 1967), computer assisted qualitative data analysis programmes (Chandra and
Shang, 2017; Welsh, 2002; Tesch, 1991) and other foundational models of qualitative data
analysis (Kalpokaite and Radivojeve, 2019). However, for personal preference, the
UHVHDUFKHU HQJDJHG D FRQVWUXFWLYH 3PDQXDO DQDO\VLVY D
analysis (Braun and Clarke, 2006). After reviewing the abundance of frameworks, it was felt
that a manual approach would support a flexible and more simplified exploration of the
dataset. Although this approach was time consuming, it enabled a deeper understanding of
the dataset and supported the interpretation, meaning making and theory building process.
7KH uPDQXDO DQDO\VLVY Sua&ibudthgorétioal fralkdwGrksGuéh\as those
highlighted previously. Sharing the views of Braun and Clarke (2006), it was considered
that a lot of qualitative analysis approaches are essentially thematic analysis, but are often
described by different terminologies such as Framework approach (Hackett and Strickland,
2018), Constant comparison analysis (Appleton and King, 1997), content analysis or even

constructivist grounded theory analysis (Charmaz, 2014; Mills, Bonner and Francis, 2006).
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However, this research considers it important to acknowledge fully how the researcher went

about analysing data to enable clarity and a genuine evaluation of the processes that

informed the research outcome. Morse (2020) supports this traditional position as she

cautioned that the several emerging strategies of analysis appear to truncate the

naturalistic process of inquiry itself.

Getting a sense of the recordings

The first step, according to Tesch (1990), was to make sense of the raw data. The

researcher listened to each audio recording on several occasions, on the day of the

interview and the days that followed. This enabled the researcher to engage more deeply

with both the content and the emotions of the respondents while at the same time taking

further notes to consolidate the interactions during the interviews. The noting down of the

emotions and context of each interview is recognised as a rigorous approach that supports

the interpretation and meaning making process of naturalistic research (Denzin, 1971). The

repeated listening to audio recordings could be understood as a form of persistent

observation of the raw data, while the noting down of emotional and contextual influences

during and shortly after the interviews is a form of memoing (Lincoln and Guba, 1985).

OHPRLQJ LV WKH VSRUDGLF RUDO RU ZULWWHQ EULHILQJY UHJD
data or sense of project progress, as well as introspections about the interviews conducted

during the day (Belk, Sherry and Wallendorf, 1988). Text box 1 illustrates this with yLQWHUYLHZ

1 D R P LtB sKfow how the awareness of such contexts enabled the identification and

weaving of diverse interpretations. This is part of paturalistic data analysis ffwhere

FROOHFWLRQ DQG SURFHVVLQJ RI GDWD JRHV KDQG LQ KDQG LC
manner (Lincoln and Guba, 1985 pg. 335; Denzin, 1971). In the interests of demonstrating
trustworthiness, writing a memo is a useful way to get ideas down with the initial freshness

RI WKH LQWHUYLHZ VLWXDWLRQ VHUYLQJ ERMWdh agrid SUaL WLYH DQ

1985 pg. 342).
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This was an interesting interview with an older female adult at own home. It was a
relaxed and natural environment that supported the participant to express self without
undue environmental adversities. The participant was welcoming and in good spirit. The
participant demonstrated impressive cognitive abilities and great insight into issues
pertinent to involvement in clinical research. The participant is recognised as having
physical disability due to medical iliness and had taken part in a longitudinal
thyroid/diabetes research. She had been seen by a research nurse recently for a new
phase of clinical research activities. Interview took place 3 weeks after the patient had
participated in the process of informed consent for the clinical research study. Although
the interviews were individual face-to-face interactions, the husband was present mid-
way into the interview as he returned home from dog-walking. This did not present any
challenge as the husband was not needed and swiftly shifted to the lounge to watch
television with his dog after introducing himself. He occasionally joined the conversation
as he pleased, but not in a destructive way (his voice was therefore captured in the
recording occasionally). | did feel a little unease for possibly interrupting the family
routines by my present but the participant was reassuring and the interview continued
without further interruptions.

Of additional insight in this interview was the unique issue raised concerning the
considerations for prospective participants with a range of disabilities. This insight
illuminated a previous negative case as similar concern had been mentioned previously
by another participant of this research, who although was not registered as disabled did
have some physical limitations due to ageing. The participant felt strongly that all eligible
potential research participants ought to be supported to take part in clinical research in
an inclusive manner without discriminatory limitations by the way of research designs or
infrastructure. As an insider researcher being a former clinical research nurse, there
appeared some sense that her message would be taking seriously by myself or at least

passed on to those with influence.
Text boxL Naomi_6 Memoing & context of data

Supporting a reflexive approach, Clarke (2006) recounted her experiences of fieldwork as a
gualitative researcher and the challenges of developing personal relationships of trust and
rapport during qualitative interviews. She argued that researchers ought to be mindful of the
impact that trust and rapport could have on both the researched and the researcher. For the
researched, depending on the nature of the researcher-participant relationship, Clarke
noted that trust and rapport could enable research participants to talk about personal and
distressing situations in a manner that may provoke strong emotions during research
interviews. For the researcher, Clarke acknowledged that emotional connections to the

research process can be challenging to manage. She recalled that researchers are often
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required to function in multiple roles beyond that of asking questions and listening for
answers. This insight was made manifest at several occasions during this research. As
evidenced in the memo above, the researcher was often challenged to function in multiple
roles especially due to her position as an insider researcher, being a former clinical
research nurse. To maintain a non-hierarchical relationship with participants, effort was
made at the start of each interview to establish and maintain rapport throughout. This was
useful and encouraged open conversations with the interviewees in a manner that enabled
honest and rich data. However, managing distressing dialogues with participants was often
distracting as the researcher sought to prioritise the emotional well-being of the
interviewees by responding as necessary. Such emotional encounters required additional
skills such as empathy and compassion. Memoing in the manner described above therefore
enabled deeper engagement with what was said and the context in which it was said, which
enhanced familiarisation with each recording. The depth and dimensions of meaning
captured through memoing may not have been achieved by reading of transcriptions alone,
especially given that the task of transcribing was outsourced to a professional transcriber.
Memoing therefore supported depth and richness of data by highlighting emotions and
identifying assumptions soon after each interview. This approach was vital in situations
where the researcher did not have the chance to write detailed notes during the interview

process as some interviews required sensitivity and intense focusing.

Memoing also enabled moments of debrief for the researcher after often emotionally

challenging encounters during fieldwork. Clarke (2006) acknowledged that listening in a

sensitive and empathetic manner can be emotionally demanding and suggested that

gualitative researchers should maintain a reflective diary as a measure for promoting

goodness in the qualitative research process. Similarly, Marrow (1996) cautioned against

EHFRPLQJ VR LPPHUVHG LQ WKH SDUWLFALSDQWW RRPYIRE WK DW
Q D W [NsHé&ksearch demonstrates the difficulty with attempting to maintain any sort of

distant stance with NI, which investigates real life situations in real life contexts (Lincoln
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and Guba, 1985). It would have been impossible to control or detect how each participant
expresses matters of importance to them. From their positions, the researcher was
understood as a healthcare professional and so was taken as a fitting vessel for resounding
individual concerns related to the healthcare system. This was the consequence of being
an insider researcher, yet it would have been unrealistic and unproductive to avoid such a
level of rapport and familiarity or to attempt to assume a distant stance. Guba (1978 pg. 44)
acknowledged the challenges with boundary but warned against imposing constraints that
ZRXOG IRUFH QDWXUDOLVWLF LQWHUYLBAnMéad/ KBWLRQV LQWR p
suggested that naturalistic researchers should allow themselves to be exposed fully to the
risks of the interview situation for the many benefits that it offers including the potential
therapeutic and empowering benefits (Clarke, 2006). Although it is acknowledged that the
goal of the research interview is not therapeutic (Gilham 2000 pg. 30), in this research it
proved difficult not to become involved with clinical conversations of interest to the
participants and doing so may have interrupted the naturally occurring conversations
achieved. The naturalistic researcher strives instead for confirmability through their ability to
sieve and work through the dataset for context-relevant details (Guba, 1978). The
discussion of the relationship between a researcher and the participants and its influences
on data quality provides for quality appraisal and acknowledges the place of values and the
QHFHVVLW\ RI pWDNLQJ FEREetu U021 gaWhRand B&Re Q002Y Lincoln
and Guba, 1985 pg. 338). Lincoln and Guba (1985) support that creative human
involvement in data processing is not only important to the receiver but also crucial to the
naturalistic data processor and must be made apparent.

Transcription of data

In line with the systematicity requirement of the thematic analysis process (Lincoln and
Guba, 1985 pg. 337), the audio recordings were transcribed verbatim. As mentioned, the
task of transcribing was outsourced to a professional transcriber, as it was decided this
would be a better use of time due to time demands and the physical pressures on the
researcher who was also pregnant at the time of data collection. Gale et al. (2013)
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suggested that the process of transcription is a useful opportunity to get more immersed
with the audio recordings but acknowledged that certain projects and circumstances may
benefit from outsourcing. The purpose of verbatim transcription is to reproduce the content
of interviews word for word, to allow for content analysis, reading and coding of textual data
(Gale et al, 2013; Lincoln and Guba, 1985 pg. 336). Immersion, often referred to as
familiarisation, was achieved by listening and re-listening to the audio recordings, and
reading and re-reading the transcripts following verbatim transcriptions.

Unitizing of significant statements

Unitizing involves the extraction of significant statements or codes pertinent to the
objectives of the research from the transcripts after reading and re-reading of each
transcript (Harding, 2013 pg. 56). Lincoln and Guba (1985) described unitizing as a
heuristic process involving the identification of the smallest piece of information that can
stand by itself and that is aimed at some understanding. Such pieces of information can be
in the form of sentences or paragraphs (Lincoln and Guba, 1985) and are also referred to
as codes (Harding, 2013). As the first steps in the analysis of interview data following
verbatim transcription, the guidance is to start by reading and summarising one section of a
transcript at a time (Lincoln and Guba, 1985). This was done by way of an open coding of
significant statements from participants. The researcher looked line-by-line for comments
within the text that revealed meaning in relation to the purpose of the study, then
highlighted the comments and questions (Park, Griffin and Gill, 2012; Thomas and Harden,
2008). The summaries or significant statements were extracted by way of brief notes along
the margins of the transcripts through an inductive approach, avoiding repetitions where
noted (Harding, 2013). It was at this point that member checking, an activity to check data,
analytic categories, interpretations, and conclusions with participants would have been
initiated for credibility and dependability (Lincoln and Guba, 1985). However, member
checking could not be carried out in this research due to the participants being patients with
complex needs and ongoing challenging medical conditions. In the interests of participants
well-being, it was agreed to keep discomfort to a minimum. Instead, peer debriefing was

134



undertaken with postgraduate research peers following each set of unitizations. On this
occasion, issues of ethics took precedence over methodological conventions. It is
acknowledged however that member checking following unitization may provide the
participants of naturalistic research with the opportunity to check and agree to the adequacy
of the codes and summaries made (Lincoln and Guba, 1985). Tables 4 and 5 provide some

examples of the unitizing process undertaken in this research.

Table4 Unitizing A: section of transcript Naomi_6

Significant statements within section of a transcript Extracted codes

| After she had explained things to you, did you find the

need to ask further questions?

R1 ,fP WU\LQJ WR WKLQN Lithink®&didz DV N
probably. I think | just asked if | was going to get any

x Outcome of research
_ _ important

results from them, you know. And I think she said that ] o
) x Confidentiality important
they would let me know. And that was another thing I
VDLG ZRXOG LW EH XVHG IRUharQ\\
research. <RX NQRZ LW ZRXOGQTW EH

information. And she said no. No, it would not be. It

X Anonymity important
x People weary of
prejudice for their

medical diagnosis
woul G E H would be a number, and my name would g

QHYHU EH UHIHUUHG WR D/QuXnpwyV
because | think people do want anonymity to a certain
extent +not just formyself. , PHDQ , PD\EH Z
bother for myself, but for other people, that is a good
way to go about research. Because some people are
YHU\ ZDU\ RI nmédhHpgeple younger than me
ZKR PD\EH FRXOGQYW JHW D MRE
like, diabetes or something like that. It would make
prejudice of them going into some kind of work. So |
FDQ XQGHUVWDQG WK D W shauMld\b& R X

. X Is there any stairs?
kept like that. y

x Is there a lift

«:HOO QRWKL®SDUWDI® @®&eany stairs? X KDWYV WKH FO
Isthere alift? 7KDW YV WKH WKLQJV , UD |ike?
about. ,V W KH UYbulkrdWw, is there anywhere, you | x Am able to get onto the
knoZ«" :KDW NLQXBRW N L QYduRrew, beds and things like
ZKDWIV WKH FO LApLU BbletR BePor@d theH " that
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beds and things like that? - XVW IRU7TWIKXW&V Z| x 7KDWYV PH EHF

me, because of having disabilities. having disabilities

Table5 Unitizing B: section of transcript Don_9

Significant statements within section of transcript Extracted codes

| So did you ask any question at the time? Do you recall
that?

X Would | have time off

R Initially, I think | probably just asked the obvious.
work?

| Which was? X Would | have hair loss?

X Would | beill?

R What may happen? And anything that may happen, ma .
y happ ything yhapp 4 X How would it affect my

happen. You know, would | have time off work, or o e .
PP ! W, wou vel W family life in the house?

would | have hair loss? Would | be ill? How would it ]
x And it was all maybes
x KLFK , SUREDE

need to ask

affect my family life in the house? And it was all
maybes. Which | probably GLGQIW QHHG WR

Category constructions

Following unitizing of significant statements, the next step was to reduce the codes or units

of information to manageable domains by categorising various participant terms into

identified domains. Lincoln and Guba (1985) described the process of making categories as

the groupinJ R pL QW Xdlied aneife®lRIRé § DQG WKH MXGJHPHQW RI ZKHWK
incident exhibits the category properties that have been tentatively identified. It involved a

dynamic process of working back and forth to achieve data that focuses and agrees with

the properties of an identified domain. Harding (2013 pg. 59) referred to the process of

FDWHJRU\ FRQVWUXFWLRQ DV pPDNLQJ VXPPDULHY DQG FRPSDU
writes brief notes in the form of phrases to appear in the summary of the interview, having

eliminated repetitions. The process was conducted by the researcher and repeated through
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the dataset until stable and meaningful categories were converged (Lincoln and Guba,
1985). The sets of categories were further examined for possible overlaps or duplication
(Lincoln and Guba, 1985). In cases where new codes failed to exhibit identified properties,
a new category or sub-category was initiated or existing categories redefined, thereby
clearing up anomalies or conflicts to domains. The process was ongoing throughout the
research until relationships between categories were coherent and saturation achieved
(Lincoln and Guba, 1985 pg.343). From a critical perspective, category construction is
evidently a subjective and selective process that may present conflicts in thinking and in the
judgements made by individual researchers. In the interest of trustworthiness, a sample of
the resulting domains were scrutinised by an expert member of the PhD supervision team,

a form of peer debriefing as recommended with the NI paradigm (Lincoln and Guba, 1985).
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Table6 Sample of category constructions

Extracted codes Category construction

documents, looks at one sheet to make sure dates were
right.

S«EXW VKH VDLG
ZKDW"VDLG
NQRZ"’

% RWWRP OLQH
WKH WDEOHWYV ~

35 HP@G LW DUHED G 5
$:KHUH DUH ZH JRLQJ 7

3ZDQW WR EH LQ W

Self-belief: help other people, look after people, what

goes around, comes around.

x Outcome of research important x Information need

x Confidentiality important

X Anonymity important

x People weary of prejudice for their medical diagnosis

X Would | have time off work? X Information need

X Would | have hair loss?

x Would | be ill?

x How would it affect my family life in the house?

X And it was all maybes

x :KLFK , SUREDEO\ GLGQTW QHHG W

x Pile of information X  Size of study

X About 20, 28, 30 pages documentation

X It was a small book X Research terminology

x Risks given in percentages X Understanding of study

X 3HUFHQWDJHV GLGQIW PHDQ PXFK information

x 3HUFHQWDJHV VHHQ DV puLlI LW KDJ x Perceptions of risk

X Blisters seen as acceptable level of risk

X 7TKDWYV PH EHFDXVH RI KDYLQJ GL]| x Personal attribute

X '"RFXPHQWDWLRQ VDLG WR EH «3)R| x Perceptions of risk

X 'RFXPHQWDWLRQ QRW UHDG LQ GH]| x Reading of study
quickly =l literally scan-readit. 6 R «, KDY rQrfiétl documentation
WR LW DW DOO VR«’ X  Size of study

x Decision made before reading of PIS documentation

x Health situation more demanding (vital) than reading of X  Motivation: Hope for
study documentation cure

x Study documents likened to thick car insurance X  Motivation: Self-belief

to help people
(Altruism)
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Category integration to form conceptual analytical themes

A theme represents repeated patterns of meaning prevalent within and across a dataset

(Braun and Clarke, 2006). After categorisation, the next step was to examine the set of

categories for possible relationships to form conceptual themes (Lincoln and Guba, 1985).

7KH ORJLF RI FRQFHSWXDOLVDWLRQ LV WR DFKLHYH pDV LQWHU
DV HIWHUQDOO\ DV KRPRJHQRXYVY DV SRVVLEOHY FDWHJRU\ VHW\
them (Lincoln and Guba, 1985, pg. 349). The sets of categories bearing relationships from

the previous analytic exercises were integrated to form the conceptual themes that

emerged. The process of conceptualisation required both descriptive (supported by

guotations), analytical and explanatory capabilities to arrive at the conceptual themes. The

themes that emerged after all the transcripts had been analysed were study invitations,

researcher attributes, study information and personhood. The themes epitomised the

formulated views of the research participants embodied within the categories and

interpreted into themes. For example, the theme of personhood comprised all the

categories relating to the individuality of each participant such as self-beliefs, values,

personal, social, psychological, intellectual, cultural, emotional and environmental

attributes. The thematic maps of the final four themes that emerged in this research are

presented in the findings chapter following further reviews and refinements. For example,

WKHUH ZDV D WKHPH RQ pPRWLYDWLR Qygi§ pipvéssMihieh m&sU O\ VWD JH
VXEVHTXHQWO\ PHUJHG ZLWK DQ HPHUJLQ Jfofdiid télthRBrheu SDW L HQ\\
of personhood {The decision was made when it was realised that the patterns within the

emerging theme of motivations, such as altruism, cohered PHDQLQJIXOO\ ZLWK SDUWLF
values, self-belief and personal attributes, hence personhood fitted well with the combined

dataset.

139



Formulating meanings from the conceptual themes to make sense of data

When no new categories emerge after all the transcripts had been exhausted and the

themes reviewed and refined, the researcher is guided to put into a propositional statement

the properties that seem to characterise the themes that emerged from the dataset (Lincoln

and Guba, 1985 pg. 438). Braun and Clarke (2006) likened the stage of formulating

meanings from the conceptual themes to the beginningof D WFRQFLVH FRKHUHQW
repetitive and interesting account of the story the data tell twithinandac URVYV WKHPHVY
(Braun and Clarke, 2006 pg. 93). Fundamentally, the analysis of data transcends beyond
methodological procedures into the writing of findings and the interpretations of data within

the discussion chapter. Evidently, effective conceptualisation requires the researcher to go
beyond description of the dataset to make an argument in relation to the research

objectives and existing published literature (Braun and Clarke, 2006). The themes that

emerged from this research, while initially appearing diverse, can be seen to relate to the

patterns of meaning that influenced the decision-making processes of the clinical research

ORJ

participants that took part. )RU H[DPSOH LQ WKH WKHPH RI pVWXG\ LQYLWL

suggests that trusting relationships between patients and clinicians impacted on most

SDUWLFLSDQWVY ZLOOLQJQHVYV WR HQJDJH ZL Wdésesrth XA\ LQIRUP

a broader level, the theme points to the concept of trust in healthcare and indicates that
medical paternalism may yet remain in play and possibly interferes with the validity of
consents obtained for purposes of clinical research. The emergence of themes therefore
can be seen to extend beyond formulation towards meaning making and conceptualisation

and by so doing contributes to existing or new knowledge.

Statement of researcher reflexivity in methodological decisions

At this point, the researcher is guided to consider how their position may have supported

the practical delivery of the research through reflexivity (Lincoln and Guba, 1985). In
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naturalistic research, reflexivity relates to the relationship of the researcher to the research

process and how that sensitivity may have influenced the collection and processing of data

(Birsks, Harrison, Bosanquet et al, 2014). Evidently, naturalistic analysis does not occur in

isolation but is linked to the epistemological positions of the research. Park, Griffin and Gill

(2012) acknowledged that the conduct and analysis of naturalistic inquiries such as this

research can be influenced by the researcher § philosophical positioning regarding what

they VHW RXW WR LQYHVWLIJDWH DQG WKH UHVHDUFKHUTV VWDQ
which is believed can be known. This research believes that human agency can be

supported to interpret its own experiences and accepts a subjective and multiple stance on

reality (Lincoln and Guba, 1985). In that position, this research was focused on generating

the meaning that patients attached to the process of informed consent after they had taken

partinthat SURFHVV W DOVR VRXJKW WR UH SauthénticQiwasV KH SDWLHQ
SRVVLEOH 7KH GDWD ZDV WKHUHIRUH FR QRHKUWHQHAMmWALHDRN WK K LuH
which influenced the choice of semi-structured individual interviews and the manual

inductive content analysis that ensued. The flexibility of the semi-structured interview

method allowed for a wide range of thoughts and comments, yielding a rich and broad

dataset *LOOKDP ,Q DGGLWLRQ WR WKH pZKDWY DVSHFW RI1 W
VRXIJKW WR SURGXFH DQ DQDO\WLY WKDW H[SORUHG WKH SDUWI
meaningful ways. To achieve this, the researcher engaged practically with each comment

and transcript line-by-line. Such deep engagement with the data supported unambiguous

interpretations and meaning making in a manner that allowed the researcher to connect the

texts to the emotions and context of every recording and transcript. It also supported a fair

approach in terms of reducing bias, as codes and categories were driven by every line of

the transcripts as relevant. It was thought that such depth of analysis and meaning making

may not have been achieved by the surface reading associated with the use of

FRPSXWHULVHG TXDOLWDWLYH DQDO\WLF VA\VWHPV 7KH UHVHDL
approach to healthcare systems, including clinical research, therefore influenced the

choices made. This included ensuring that the analysis of this research was data driven
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ZLWK QR HIITRUW WR OLPLW RU ILW -&¥igting SDingWadnfeloEDQWV Y YLHZV
preconceptions (Braun and Clarke, 2006). The commitment to rigorous inductive analysis
enabled rich descriptions of the dataset and insight into the complex aspects of the

informed consent process for clinical research.

It must be acknowledged that the rigorous processes undertaken throughout this research

may not have been accomplished without the professional background, experiences and

skills of the researcher as a former clinical research nurse. This background enabled the

researcher to build and sustain interpersonal rapport with the participants throughout the
LOQWHUYLHZ SURFHVV (DJHU W Racb, YhR te&azhprwirBwsudmihieQ § DSSUR
professional skills to show dignity and respect for all persons at all stages. In a deliberate

but guarded process, each interviewee was allowed to lead the agenda of the research

interviews. Such an approach was useful in ensuring a dignified and natural atmosphere,

where each participant felt relaxed and safe to talk to the researcher. On the other hand,

WKLYV DOVR PHDQW WKDW VRPH SDUWLFLSDQWY RIWHQ pGULIWH
focus of the research. However, it was judged that such interpersonal rapport impacted

positively on the scope and depth of data. By being less prescriptive, and respectful of the

social dynamics between the researcher and each interviewee in the natural settings, the

researcher supported natural conversations that yielded deep insights that might not have

been possible otherwise. Awareness and respect for social dynamics has been advocated

as enabling participants to feel a measure of control over the interview process (Birsks et al,

2014). It must be cautioned however that such a commitment to open dialogue did bring

with it some additional expense of time when reading and re-reading the data and extra

transcription costs. This is an aspect that might need to be considered if handled by novice
researchers in the future. Nevertheless, the strategy was successful and worth the

investment in achieving the focus of this research.
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Prolonged engagement

To enable richness of understanding and depth of meaning, the researcher observed a

prolonged engagement during data collection and interviews, and sought to establish a

natural and comfortable working relationship with each of the participants. The interviews

occurred in private locations that allowed the participants to freely engage in the research
proceedings. The settings include G SULYDWH RIILFHVY DQG LQ VRPH FDVHV SD
Before starting out on the individual face-to-face visits, the researcher encouraged a

balanced and approachable atmosphere by firstly engaging with the participants over the

telephone in a friendly and caring manner. This enabled a more cordial reception at the first

meeting as the participants were made to feel somewhat familiar with the researcher.

Upon the face-to-face meetings, the researcher allowed for warm-up conversations over a

pre-interview drink of warm tea or water. A cordial and welcoming start to the research

interviews helped to diminish any perceived anxiety or uneasiness that the individuals might

have harboured. It was observed that the participants appeared more at ease and engaged

to share more details about themselves and family networks prior to the recordings. By

establishing a relaxing atmosphere at the outset, the researcher gained a holistic insight of

the individuals and of the contexts of their natural worlds, an insight that contributed to

enhancing the interpretations and meaning making process in the ongoing analysis of data.

$Q DSSUHFLDWLRQ RI pVOLFH RI OLIHT HSLVRGHY HQKDQFHV D |

findings of a NI (Lincoln and Guba, 1985; Appleton and King, 1997).

The researcher allowed enough time for the interviews, was not in a rush and did not rigidly
constrain the participants to any set time limit. The participants were encouraged to guide
the interview proceedings. Without appearing in a rush to delve in, each of the participants
progressed along the proceedings at own pace, becoming more open and relaxed as the
interviews went on. In doing this, it was observed that some of the participants did delve
into, and out of some other matters of significance they considered important to them.

However, effort was made throughout to search out and establish the meanings that the
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individuals harboured. Erlandson et al (1993) support that allowing enough time in the
natural context enables the researcher to detect and understand occurrences and
relationships influencing meaning making. During the interviews, the researcher was
particularly attentive to both the verbal and non-verbal communication, or of the spoken and
expressed languages. This is an essential component in naturalistic research as the
researcher must be attentive and skilful to determine when to probe for further details and
when to steer or move on the research interviews (Gilham, 2000). Despite encouraging a
sense of being unhurried and a non-rigid structure, effort was made to steer and keep the
focus of interactions to the research agenda, as participants could otherwise get bogged

down on matters that may be irrelevant or unproductive to the research goal.

Ensuring trustworthiness

Persistent observation
Persistent observation was a particularly useful strategy as the researcher engaged

vigilantly in the field to both verbal and non-verbal communications during data collection.
Unlike postal surveys, direct and persistent observation during individual face-to-face semi-
structured interviews enabled the researcher to linguistically engage with the participants
throughout the interviews. The researcher was particularly vigilant to the tone of voice, body
language and other occurrences considered important in the understanding and
interpretations of the meanings. This was supported by field notes made during the

interview proceedings.

Persistent observation extended beyond data collection and into data processing, as the
researcher persistently engaged with the data through repeated listening of the audio-
recordings and reading and re-reading of the transcripts. This was useful as it enabled a
reflexive approach to both self and the participants soon after the events had occurred.
Palagans et al (2017) supports that self-awareness can be enhanced through reflection in
and on practice through persistent observation throughout the research process. Self-
awareness is valuable as the researcher can develop and become more skilful in her
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dealings with the population and individuals being studied. In this research, it enabled the
researcher to reflect continually as to identify areas of strength and/or areas for
development after each interview recording. Such involvement allowed the researcher to
quickly adapt her behaviour, and to consider more effective measures while remaining in
the field for subsequent interviews. A typical example is a field note that was written to
prompt the researcher to avoid interruptions until the interviewee has completed his or her
sentence or statement in the subsequent interviews. This was noted upon reflection on the
very early recordings. Specifically, the field notes required that the researcher limit the use
R1 3XK PV bubsQ high appeared unproductive after listening to the early recordings.
By this engagement, the research became more skilful and cautious to ensure minimal

interruption during future interviews.

Bracketing

In constructivist-naturalistic research, researchers are encouraged to make open their
backgrounds and preconceptions from own experiences, and most importantly to ensure
that they suspend any influence of such judgement from the inquiry process (Guba, 1978).

It is emphasised that the researcher should maintain neutrality in the dialogues with the

researched to not influence or misrepresent theirviewV 7KH DFW RI VXVSHQGLQJ RQF

preconceptions in the research process has been referred to as bracketing (Smith, 1997).

Bracketing implies putting aside, but not denying, RQHYVY RZQ NQRZOHGJH RI WKH VX

under investigation. Parohoo (2014, p. 404) deVFULEHG WKH FRQFHSW RI EUDFNHYV

VXVSHQVLRQ RI WKH UHVHDUFKHUTVY SUHFRQFHSWLRQV SUHMX(

LOQWHUIHUH ZLWK RU LQIOXHQFH KHU GHVFULSWLRQ DQG LQWHL

Gary, Grove and Sutherland (2017) put it simply as the putting aside of one { belief during

gualitative research. This ameliorates issues concerning what is traditionally linked to

PDWWHUYV RI UHVHDUFKHUVY ELDVHV LQ WKRXJKWY DQG GHHGYV

interpretations.
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Using human instrumentation within naturalistic inquiries, subjectivity of thoughts and
actions becomes an understandable concern where critics may argue threatens neutrality,
a concept traditionally referred to within the hard sciences DV WWKUHDWV WR LQWHUQDC
(Fendler, 2016). Such a concern is taken seriously in the conduct of NI, and so measures
were in place that supported the rigour and trustworthiness of the research findings. Indeed,
one of the strengths of naturalistic research stems from its ability to utilise insider
knowledge of the subject matter to guide the inquiry process. In this research, a research
participant instigated an example of this benefit to the inquiry process. He expressed that a
nurse conducted the informed consent process with him, saying that he was pleased with
the nurse more than he would have been with a doctor. The researcher, having an insider
knowledge of historical facts about the informed consent process, which used to be
traditionally carried out by a medical doctor, prompted the research participant for further
clarification. The researcher responded tactically by soliciting further explanations from the
participant as to his reasons for saying so. The participant provided further in-depth
explanations of the basis for his comment, explaining that the nurse was more
approachable, which enabled him to ask more questions without feeling stupid. This
response was carefully and conscientiously implemented in a manner that avoided
imposing external thoughts or ideas on the respondent. This demonstrates how the
researcher put to good use her intrinsic knowledge to prompt and cross-examine the data

for richness and depth, while maintaining neutrality in the research process.

Of further concern to rigour is the threat of fabrication or misrepresentation of data (Gonon,
Bezard and Boraud, 2011; Guba, 1978). It is common knowledge that critics of the
constructivist- NI have been suspicious of the accuracy and dependability of research
findings in naturalistic inquiries (Schwandt et al, 2007; Guba, 1978). Notwithstanding, there
has not been a proven or documented instance of fabrication in naturalistic research
findings (Mclnnes et al, 2017; Lincoln and Guba, 1985). Yet it is a threat that cannot be

overlooked (Tobin and Begley, 2004).
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| engaged in continuous reflection after each interview. As a participant-observer, |
supported the participants in the co-production of knowledge in the manner that the
researcher probed and responded to questions as well as in the maintenance of a working
relationship with the participants. A participant-observer is an approach whereby the
researcher is also part of the phenomenon being studied (Lanoe, 1992; Lincoln and Guba,
1985). In this context, a former clinical research nurse with natural insight into the
phenomenon being studied cannot be considered an outsider. Such a position allowed for a
more ingrained understanding within the natural environment, enabling the participants to

offer deeper and more genuine insights from their real-life positions as patients.

Intense Focused Conversations during Interviews

'HVSLWH WKH UHVHDUFKHUYYV EDFNJURXQG DQG SUMYLRXV H[SH
experienced some challenges in managing some of the concerns expressed by the
participants during intense focused conversations (Mann, 2016). For example, issues
emerged during data collection requiring the researcher to respond to matters outside of the
traditional scope of the inquiry. In particular, some participants expressed unresolved
concerns from their encounters in clinical studies of the nature that required expert
judgement. With depth of experience and competence, the researcher was able to reassure
the participants using common vocabulary (Mann, 2016; Gillham, 2000; Erlandson et al.,
1993). Careful choice of words and an awareness of appropriate resources proved
reassuring to the participants as they commented on their concerns. Such matters of
significance would have been difficult to deal with, without an insider knowledge of the state
of play in good clinical research practice. This is a valuable insight that could be beneficial
to stakeholders, and that would serve the researcher in future considerations of ethical
research design and conduct, and in the support of academic researchers involving NHS
patients in the future. Reflexivity of this nature that looks back on methodological issues in a
meaningful manner is recognised as a crucial element in ensuring quality in qualitative
research (Mann, 2016). It would have been unproductive to assume a distant and detached
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position. Instead, the researcher effectively enabled the participants to open their worlds,
yielding honest and genuine data from their experiences. Mann (2016) acknowledges that
analysis of methodological interviews in relation to methodological choices, interests,

subjectivities, and the influence on the data collected is a crucial aspect of reflexivity.

Finally, a positive step in this research was conducting interviews in locations convenient to
the participants. This enabled more diverse participation from individuals that may
otherwise have been discouraged from signing up for research. As reflected in the findings,
travelling and the associated inconveniences impacts on the successful recruitment of
potential clinical research participants. With a sense of duty of care, it is advocated that
every effort must be made to minimise the discomfort that study procedures may have on

those volunteering to contribute to knowledge and science.

Summary of chapter

Conducting NI within a clinical environment involving real-life patients in the UK NHS was
not without challenges. It required the researcher to negotiate with frontline staff issues of
value and power at various layers in a complex clinical arena. However, with a focus on
solutions, the researcher employed rapport, regular communication, and tolerance of group
processes and leadership variables with both patients and staff to achieve the expected
outcome. The researcher was able to penetrate barriers to achieve the deep-rooted
knowledge of the views of real-life clinical research participants after they had taken part in
the informed consent process for participation in clinical research studies. Chapter 5
presents the findings of this rewarding research as examined through the lens of real-life

clinical research participants.
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Chapter 5
Findings

Introduction to chapter

This chapter presents the key themes identified through this research as those which

influence the decision-making process by participants to either accept the invitation to take

part in clinical research or not. It considers both intrinsic and extrinsic factors that motivated

the participants, as well as those that may have hindered or limited their willingness to take

SDUW LQ UHVHDUFK 7KH UHVHDUFK DOVR H[DPLQHG SDUWLFLSIL
protocol for informed consent, and their understanding or perceptions of the quality of care

delivery during the consent process. Using NI research, the approach inductively pursued

points of relevance to the participants, to reflect the matters of importance to real life

SDWLHQWY DV YLHZHG WKURXJK SDUWLF arShidgw LficdrHQVHY LQ L
and Guba, 1985). The philosophical underpinning guiding this research allowed the retrieval

RI GHHS DQG GHQVH GHVFULSWLRQV IURP WKH SDUWLFLSDQWYV{
interpretation of those voices (Huston and Rowan, 1998; Denzin, 1989a). This approach

was fundamental to allowing for the blending of participants Yoices withthe UHVHDUFKHU TV
complex engagement in the meaning making of the feelings, actions, intentions, and

unwritten expressions experienced in field work. Sections of the transcripts will be

SUHVHQWHG DORQJVLGH WKH, td didwtbe téaket 1o findtch So@Xaf iheU DW LR Q V
SDUWLFLSDQWVY DFFRXQWYV WR Wigure VikistidtBsue keddogkyy H[SUHV VLR

themes and the sub-categories within.
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Figure4 Emerged themes and subcategories

Theme One: Study Invitations

In clinical research, the expectation is that potential clinical research participants need to be

identified by a clinician who is completely independent of the proposed study (GCP, WMA

1996),e.g. D PHPEHU RI WKH FOLQLFDO WHDP FDULQJ IRU WKH SDWL
reasons for this include that a potential research participant ought to be supported to

provide informed consent without any form of duress, including such that may arise from
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dependent relationships or therapeutic relationship. An independent clinician may be better

suited to invite potential research participants to prevent the patient from feeling intimidated

into taking part in the study against their will. Research staff are therefore often discouraged

from approaching patients or potential research participants without prior invitation by the
clinicianrespRQVLEOH IRU WKH SDWLHQW T \Fufe, Qnidabs@ff kdklD OW KFD UH
DFFHVV WR SDWLHQWTV FOLQLFDO DQG SHUVR@EDNGDWD IRU SX
should not disclose such data for reasons other than clinical care, unless with specific

DSSURYDOV ,Q DGGLWLRQ FOLQLFDO UHVHDUFK VWDII GR QRW
XQWLO JUDQWHG VSHFLILF SHUPLVVLRQ EHIRIdata yvHeH\ VKRXOG D
Caldecott guardian: GPDR 2018). For these reasons, it is common practice for clinical staff

ZKR KDYH ULJKWV RI DFFHVV WR D SDWLHQWVY LQIRUPDWLRQ IF
research participants on behalf of those researchers who do not have such rights.

Accordingly, study invitation strategies used by clinicians are designed to introduce a line of
communication between potential participants and members of the clinical research team.

Such introductions do not extend to establishing a longer-term relationship, which continues

into the consent process. This highlights that study invitation approaches can play a

significant role in the process of informed consent for participation in clinical research. As

well as raising issues about the ethics of clinical research recruitment more generally.

This research identified that approaches to study invitations influenced SDUWLFLSDQWVY
decisions about whether or not to sign up for a clinical research study (the categories are

shown in Table 7). This included the nature of professional relationship between the

research staff and the participant, the timing of the invitations, the setting and environment

in which invitations took place, the designation of the research staff, the participants

readiness to embrace scientific research, and the absence of coercion.
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Table7 Categories in the theme of study invitations

Professional relationship

Timing of invitation

Setting and environment

Research mindedness

Professional designation

=~ ol ol o| 7| @

Avoidance of coercion

Time to consider and decide

«

Professional Relationships

A trusting relationship of the nature that exists between a family doctor and his / her patient

was suggested to contribute to a positive response from patients when invited to take part

in clinical research. The majority of participants believed WKDW KRVSLWDO FOLQLFLDQ\
in what they do and that they know best. For this reason, the patients tended to accept

study invitations on the basis that clinicians have superior knowledge and know what is best

for their patients. This meant that some patients willingly accepted study invitations when

the study was introduced by a trusted member of the clinical team. This is was captured in

the quotations below;

3, WKLQN WKH FOLQLFLDQV HDYHNVEHNX DNER/HR @ RW W& H EfurLHO B

case. And | put my faith wholly in them. And we both do. : H S X WVe put our faith

wholly inthem. $QG LI WKH\ VD\ 37KLV LV ZKDK\L YRX KBMBHWWR KDY

\RX NQRZ«,TYH EHHQ V pattieLiridl®eta@se\\NarDe)M00:01:45]

thought that would be the most appropriate one for my condition. ,fP TXLWH KDSS\ DW

that. , FDQIW TXHVMWAWRRRWMEROW FDQ TXHVWLRQ LW ~
(Philip_18.6/18.1)

3« 0\ OLIH LV LQ WKHLU KD QlaMv VWKIODN RO GV KB\GQ V<RI WKH KR
you know. My life is in their hands. We would be lost without these people. $QG ,YYH
JRW JRRG IDLWK LQ WKHP’

(John_7.10)

Few participants acknowledged the need for detailed study information, in addition to the

study being introduced by a senior clinician.
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3, WTV REYLRXVO\ JRW WR EPMHWYOERENBUHARIGVHOGHIEKS O Rts
your case. But, you know, you really doneednHHG VLF DOO RI WKH GHWDLC
(Stephen_17.4)

Timing of the invitation

The timing R WKH FOLQLFDO UHVHDUFK VWXG\ LOQYLWDWLRQ DSSHD!
responses to both study invitations and to requests to engage in clinical research. This
research suggests that patients experiencing ill health were more likely to consider and
consent for research relating to their illness than they would have done had they not been
in poor health. Study participants reported that their families were more likely to accept
invitations where they were sick.
Talking about research and their motivations for consenting to take part in studies, most of
the patients admitted that being ill had made a profound impact on their readiness to sign
up to research upon receiving study invitations, whereas they would otherwise not have had
the same level of interest. It was evident among most of this sample that an imminent threat
to health and wellbeing served to spur some of the participants into considering study
invitations and subsequently taking part in clinical research. Most expressed that they
would not normally be amenable to ask, accept or act on clinical research study invitations
had they not been faced with the reality and challenges of coping with ill health. It follows
therefore that a period of ill health may render potential participants more vulnerable and
more likely to accept clinical research study invitations. It was interesting to discover that
patients were not only prepared to be involved in clinical research during a period of iliness,
but also rooted for members of the public within the community to also get involved in
clinical research.
S7TR EH KRQHVW | ZRXOG EH P B, kh t@d ddrie@iay\M Bink, R LW QRZ
X QIR UW X @&ppeHv@a get cancer or their brother gets cancer or their mother
RU IDWKHU DQG WK H\Ydx®ndsRyowdamdd-addadity Vin,«you can
UDLVH PRQH\ BRtXnk Dlgryou face, you know, that specific threat. And
WKHQ \RXfUH VSXUUHG RQ WR VRUW RIYdXhow, DUtJKW OHWYV
,JP&R LI« \HDUV RQG ZKHQ , ILUVW IRXQG RXW |, GRQW HY

UDGDU \RX NQRZ
(Stephen_17.12)
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3% HFDXVH , KD QRHLGBBRSOH GLG YDULRXV WKLQJV EXW
WKHUH ULJKW XQWLO \RXMRMHBKW XD OWKHQ YIRVD GHRG \LQTW
H\ H « « And the things is, as far as things like this are concerned +tWKDW \RXfUH
involved in +t WK HUH P XNM#&é/e Btskbe, you know, some form of getting to

people. <RXfUH QRW WDONLQJ DERWWXSHR YD N DQK RD/ER XWD GW

are not in hospitals to get involved
(Nicolas_14.27)

Setting & environment

The environment in which the study was introduced to potential participants also appeared

to influence responses and engagement in the proposed clinical research study. Some of

WKH SDUWLFLS InQicatsdthat & BuYKdlniwal environment served to hinder their

ability to engage and assimilate the information that was being presented to them. A busy

HOQYLURQPHQW DSSHDUHGHGIHYX\OM PR IPYXH B KIRQ QIWVKQY VXFK WK

participants were unable to concentrate and were therefore unable to take in study

information. This meant that some participants emerged from the consent consultations

unable to remember the study information that was presented to them. This concern was

thought significant given that some of the participants described signing the consent form

shortly following its introduction. They could also vividly recall the scene where the study

was introduced to them.
30 X W an, WHdt they did say was that it wouldn't be... You know, sort of... | think...
, GRQIYW NQRZ ZKHWKHU WKH\ VDLG LW ZRXOG EH MXVW D E
much going on, because Iwas... <RX NQRZ ,1G PRYHG IURP DGPLVVLRQ\
stay and then | was only there a day, and | was moved to the cardiac department.

6R WKHUH ZDV D ORW KDSSHQLQJ \RX NQRZ’
(lvanka_10.10)

The location and setting were also thought to influence potential clinical research
SDUWLFLSDQWVY H[SHULHQFHV RI WKHLU FDUH DQG ZLOOLQJQF}
clinical research. Some participants appreciated a more convenient setting, where research

activities were to be conducted in same venue as routine clinical activities and where the
SDWLHQWY GLG QRW QHHG WR pJR WR DQ\ RWKHU PHHWLQJY RU

patients and encouraged involvement in clinical research activities. Patients were positive
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when they knew that they would not be required to travel about for research-specific
activities. Further and in relation to the influence of the environment, patients appeared
DSSUHFLDWLYH RI QLFH DQG pORYHO\ VXUURXQ@GLQJVY VXJJIJHV)
environment may put patients off from engaging in further health services such as clinical
research.
3:HOO YHU\ FRQYHQLHQW ERV¥®XY H Q OWAIR YiRs@dhe
surgery. At the podiatrist. % HF D XV H W K HRh&Ziip$€) whe was running the
test, was in the office upstairs. So she would come down and have a word. So |
GLGQTW QHHG WR JR XS WKHWH RW KRUWFRH Bt@bassiWK R U «
GRQH G XU LDuidny\uthekreatment times or as an extension to the treatment
time V'’

(Winnie_2.12)

Research-mindedness

An awareness of the place of research in healthcare and the appreciation of the need for
UHVHDUFK SDUWLFLSDWLRQ GLG QRW DSSHDU WR HQKDQFH SDU
proactively involve themselves in research. The majority of the participants were not aware
that they could proactively ask about ongoing opportunities for participation in clinical
research. Almost all participants suggested that they would not wittingly enquire about
ongoing research studies during a meeting with clinicians but would be willing to engage
with research if reminded or invited to do so. The onus for seeking out opportunities for
participation in research was perceived to be on healthcare staff. This is despite a long-
running campaign by the National Institute for Health Research focused on generating
interest and raising research awareness among members of the public (NHIR, 2013). The
campaign encouraged patients, carers and members of the public to get involved in clinical
research by asking healthcare staff looking after them to tell them of any research that they
might be able to take part in (NIHR, 2015). Yet it was apparent that despite such efforts, the
majority of participants appeared to lack the courage or remained unaware that they could
enquire about ongoing clinical research projects during. Instead, the participants hinted that
the majority of people would consent to take part in clinical research if only they knew what

was going on and how they could get involved.
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37KH LQIRUPDWL R@eanpuvt WKHWKHL YV ZD\ , ZRXOGQYW KDYH SK
if there was anything going on. But once the information comes, that{V {+MDK \HV’

(Mathar_1.7)

3, WKLQN VRPHERG\ ZRXOG KDYH WR DSSURDFK PH EHFDXYV
oninthisfield. 6R«6RPHERG\ ZfBdmebody approached me, | would

FRQVLGHU LW GHILQLWHO\« , ZR XD TW NKRE , SBREVIAVPJI R L
NQRZ ZKDW TV &R LYHIV K Dtheught there was a trial going on something

I would definitely take part in it. If | was suitable.
(Winnie_2.13)

3:HOO QRUPD@WIDNask. Because | just don't know what's involved. | don't
know to what degree... It takes part. Or why they pick any particular person. So |
think it's a case of the patient has no option, r H D O O\ 8ut, like, for... | think the
man point is that the patient, as it were, just doesn't know what's happening. | don't
know if there's research going on or not going on. And | think a lot of people don't
HYHQ UHDOLVH WKHUH LV UHVHDUFK JRLQJ’

(Eric_12.7)

S<HV , MXVW Z RA§&NGIGhi' psivt KiLit@sthe fact that | don't know what
research is going on, or what it's all about. 6R , ZRX0OGQ W GUHDP RI DVNLQJ

(Eric_12.16)

Interestingly, a number of measures were put forward by the participants of this research, in
which they felt could help raise research awareness more effectively among members of
the public. The strategies put forward included putting up information in chemists and GP
surgeries for patients to read while waiting for their appointments, involvement of volunteer
recruiters, research cards, and media broadcasts on the radio and TV channels. However,
some participants did express a dislike to blanket recruitment approaches whereby
members of the public might be invited to studies that do not relate to them. Recruitment
strategies such as postal surveys or direct telephone marketing were seen as a nuisance

put off many. This was reflected in the comments below.

3«ZK\ GRQTW GRFWRUV SXW D QRWknew, justtolsqy akfH VXUJHULFE
\RX NQRZ \RXJUH LQWHUHVWHG LQ FOLQIueaOIthidi LDOV IRU
televisionisabit... 7TKHUHfV WRR PDQ\ VBH agid.V | BRiQk &Veheiter

would be to have something in the GP surgery. You know, a notice up. Because |

WKLQN SHRSOH WHQG ZKMH®W K H\ QR HANIBRRIV.D @idan,

would doctors not get involved with it? ~
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(lvanka_10.8).

3% XW \HDK ZK\ QRW KD YHave &blue éné &ria riicb gréeN one or
VRPHWKLQJ WKDW @6 QBWHRIXRIW RUR FDUU\ WKLV IODLU FDU
the time. 7TKHUHYV QR UHDVRIXBDUWHDO @QRZKIKDVRQ DW DOO ZK\ \F
VRPHWKLQJ OLNH WKDW« :KDWHYHU NLQG RI UHVHMMJFK \RX
UHVHDUFK LQWR FDQFHU RU @&keXyhNddyirat kel thralgDivg HY H U «
door downstairs, into the haematology unit + ZKLFK LV LQ WKH PDLQ ZKHUH |
diagnosed. Have acard. <RX NQRZ WDNH SD UWoul <0 deditd/ i the K «

D ULQHDQ WKH ILUVW WR @owdelF iMvaslvevykinformative. And it

ZDV OLNH 33KRQH PH XSRIWRMWD QRWWRQN , SHRKQHG «

rang you the sameday. ,fYH JRW D FKRLFH ~

(Don_9.14)

Staff designation

Another significant theme was the influence of professional status of the research staff on
SDWLHQWVYT ZLOOLQJQHVV WR HQJDJH RU VLJQ XS IRU SDUWLFL
VSHFLILFDOO\ WR WKH KLVWRULFDO LVVXH yedtatioddoOMOERXQGDUL
they expect to conduct an informed consent process for participation in clinical research. In

this regard, one of the participants commented that study invitations have yJRW WR EH
UHFRPPHQGHG E\ «\RXU FRQVXO0OW D Q Wrguifgah¥/pdmplediuikieX JK W W R

probing by the researcher.

S WTV REYLRXVO\ JRW WR EH Uvdl BodAgulthQt @hd Girkks ov iRP H «
your case. But, you know, youreal O\ GR QHHG DOO RI WKH GHWDLOV ~
(Stephen_17.4).

On further probing, it was discovered that the participants were divided on who they

believed should seek consent for medical procedures in clinical research practice. As with

clinical practice, it is traditionally the role of a responsible clinician to seek and obtain

consent from patients before any medical examination or procedure takes place (GMC,

2010). The clinician should normally be the one who can perform any intended procedure,

RU D FOLQLFLDQ ZKR KDV EHHQ DVVHVVHG DV EHLQJ pFRPSHWH
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intended procedure (GMC, 2010). 7KH YLUWXH RI phFRPSHWHQFHYT FDQ EH VDL
and dependent on the perception of those involved. This research is of the position that the
service users are better situated to determine for themselves the notion of competence

from the lens with which they view the care they received.

This study discovered that, for all intents and purposes, most participants would prefer that
informed consent consultation for participation in clinical research is conducted by clinical
research nurses than medically trained clinicians. The participants believe that nurses are
more suited to interact and explain information to patients, whereas medical clinicians were

deemed to be less approachable and less friendly.

Although doctors were understood (in the words of participants)tobe uD ELW KLJKHU XS WK
ZKDW WKH QXativhits\éxpdiheldfthat they dreaded talking to medically trained

clinicansand pIHHO PRUH FRPIRUWDEOH WD O Nverwhgihitngdy X UVHV WKDQ
nurses were deemed by participants in this study to be the most suitable to facilitate

effective communication and nurture a supportive interpersonal relationship with patients

and potential clinical research participants. Patients described their dealings with nurses

and some other allied healthcare professionals as being friendly, approachable, available

and quicker in responding to their needs and concerns. It was said that doctors do not listen

as much as nurses do and are more likely to show WKDW pWKH\ DUH EHWWHU WKDQ'
which leaves patients feeling less empowered and worst off. Hence, patients were less

likely to engage in the informed consent consultation dialogue or ask questions for the fear

of looking stupid. This discovery, though reassuring in many ways, is extremely momentous

given the increasing involvement of nurses and some allied healthcare professionals in the

conduct of informed consent consultations both in clinical and research practice. Nurses

have long been taking on such roles, albeit as an extended role. There is implication for

practice and workforce training/development, considering emerging legislative changes and

societal and political landscapes.
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3\R X N Q R Z DriWt4tNokis a consultant, but the consultaQWY UHDOO\ UHDOO\ (
wanttotalktoyouatal. $QG WKH\ GRQITW OBRW MIrse® HIRhd rirsésvV D U W

DQG WKH SRGKIBWUHV¥YWHU\ IULHQGO\ DQG WKH\TOO OLVWHQ
GRQITW WU\ DQG GR DQ\ OLNBEBQEBERSAWH WNKQGQW KB VR W WHI\NJUH
you. 6R WKH\fUH YHURQ®R R GV R MQ NMDXCUMHWH«DOZD\V IRXQG LW
nurses and the podiatrists | go to are very good at listening. 6R WKH\ GRQIW WU\ DQ
SUHWHQG WKH\fUH DQ\WKLQJ RWKHKHWHKD®Q® WRXVMDQ MWRVBD!
VDPH IRU VRPH GRFWRUV« %XW , WKLQN , GHILQLWHO\ IH
nurses than | do to doctors. % HFDXVH WKH\ VHHP WR EH \RX NQRZ PRI

(Winnie_2.5)

3, 9YH DVNIWGI«DVNHG TEKWWMWWYEBOGHDD FDVH RI 32K *RG G
KH WKLQN ,TPVWKQRNNLW TV M XV WLREKiheySDandNHePITBK BR X «

you. You know, they look +DQG \RXfUH WKLQNLQJ 33UH WKH\ JRLQJ W
\RX"%XW WKHQ \RX VRUW RI DQ@QN& JRHUIK ZQARVKLWEKW IQXUVH
them. $QG&HFDXVH ,7KBIG4H ZDV VR Bbietkibgvhs the matter,

DQG , VDLG 3, P QRW UHDOO\ KDSS\ ZLWK W,KWDRBGEBXWLR
every time

3, WKLQN VKH ZDV D FOLQH, B2 @a¥IovedyG b KK UM «U Bi20 O\ «
explained everything that was going to happen. And just made you feel at ease. And

\RX UHDO QM OMOWHKU\ JRRG DERXW LW DO Whatwes gbby H PH D OC(
to happen and what was going to be used, and did | mind the blood being taken and

GLG , PLQG KDYLQJ WKH GLITHUHQW S BRd&Wwh&vely Hide. «$QG , M >
6KH ZzDV D ORYHO\ JLUO~

(Naomi_6.3)

Coercion

Issues relating to any form of intimidation or pressure in the recruitment of potential clinical

research participants are frowned upon and taken very seriously in the conduct and

monitoring of clinical research practice. The fundamentals of clinical research ethics and, by

extension, the informed consent process for research, is predicated on volunteering through

free will. The guide to Good Clinical Practice (GCP) (EMA, 2015) stipulates clearly that in

WKH FRXUVH RI LQIRUPHG FRQV HI@WeERQY XD E&QV HQHLWKI|

should coerce or unduly influence a subject to participate or to continue to participate in a
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W U Ay @Uth practice should be concerning and would bring the integrity of the informed

consent consultation process into scrutiny.

Correspondingly, this research found that a significant number of participants felt

MFRPSHOOHGYT WR WDNH SDUW DQG D pVHQVH RI GXW\T WR KHOEC
presented with study invitations. Some participants perceived a strong force by a person

introducing the study to them in a manner that made them feel duty-bound to take part in

the study. In some cases, it was said by some participants that patients were persuaded to

accept study invitations with minimal consideration for what the patient really wished to do.

Some participants described some research staff approaches as constant and persuasive,

and D pELW RihtBrn& i Way they were compelled to help with clinical research.

While it must be said that the majority of the participants in this research felt delighted with

their experiences of care, even just one incident of coercion should be considered one too

many. 3BHUVXDVLYH ODQJXDJH VXFK DV p\RX ¥ XD KEMHYDQ VMG HB W/ F
D ORW RI W Kake § patlenx fael duty-bound to help out in the research study. Also,

constant and persuasive invitations may intimidate potential participants into research

involvement against their will at a time when they are already lonely and vulnerable.

3ZDV LQ WKHUH WKH QXUVH FDPH DQG VKH VDW DQG VKH M
([SODLQHG DQG UHDOLYVHGavKio WeelY &@hé MasQapp@nihg?U
<RX NQRZ 3<RXTUH Ab®thid.is ik YWWe (W&Sgital name) before | went for
thestents. AQG WKHQ VKH VDLG 3:HOO \RX{ReeausekOH0OBIHUIHFW FLC
W Z R&He condition. % HFDXVH RI \RX DQJLQD FRQGLWLRQ DQG EHF
borderline thyroid, you would be an ideal candidate. $QG ZH KDYHQfW JRW D ORV
them. 6KH VDLG 3, ZRXORKDMKMRXDWR VHH LI \RX ZRX®DG EH SU
| thought, well, fine. ,1 LWJOO KHOS”

(Andrew_16.7)

3:HOO , ZDV DS SURDF K H GA#ld\ thahkbiA the dadtdrh ML K Nlven |

wasinthe (+263,7%/ « W ZDVQ W WKH GRFWRUadhigGLG WKH R:
else. Or put the stents in or anything. It was just a doctor from another department.

+ H «He did become a bit of a pest, mind. % HFD XV H K H-E X\DAHe must

KDYH EHHQ EDFN DQG IRUZDUGYV WR PH DW OHDVW IRXU RU
inthere. +H ZRXOG MXDN¥FNHWBLQ 32K MM avothad IRt/ KH U «
SRL@EWGJRU JRRGQHVV VDNH °
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(Andrew_16.1)

Few participants expressed a preference for postal study invitations, highlighting the
freedom of choice that comes with these. The participants preferred having the option to
request more information. This is different to the situation where potential participants feel

compelled to respond to research invitations when invited in person by a clinician.

3IRU PH SHUVRQDO O% HIFW X\DH/ W IOK IOJHKWW HU Yo Reeld DQG \R X |
it. , | \RX KDG DQ\ TXHULHV \RX FRXOG ULQJ XS~

(Mathar_1.12)

3«, FRXO Gud figned their form twhen that came through the post, | could

KDYH UHDG LW VDLG 32K ,YfYH GRQH LW LQceukH SDVW , G
KDYH VLJQHG LW DQG MXVW VHQW L ¥WboukbowN Hadpeny DL G 31R
of chances either WR SKRQH RU WR ZYbwkhbvE o etNhérikndihRRkat |

GLGQTW ZDQW WR&RW DA LAMDAORE/ Z HBOLAQ TW IHHO SUHVVXUL
DOO’

(Naomi_6.9)

However, these experiences are far removed from the experiences expressed below,
where patients were supported more reassuringly and allowed the time and space to
consider the study invitation and information before deciding on whether to get involved in

the study or not.

3:HOO WKHUH ZDV QR SUHVYV XU HasS e cRr@erdddW Was jusz D\ DV I

given the information, asked to do it, and from what | understand there must have

been some people refused it because they only had two clients doing it, as far as |

know. Two patients. 6R VRPH PXVW K®PQYGE |HEBRMWNEQTW IHHO WKDW , Kl

take it or had to declineit. , ZDVQ W SXW LQ WKDW SRVLWLRQ DW DOO
(Winnie_2.6)

3«1R,l , ZDVQ W KDSS\ , SIpk@GIviuMd jGRsay.W GRQITW WKLQN
,TOOGRQIW WKLQN , 10 GolrkdhdhuvhaR IQneahVBKR W/ ridaN, | could
KDYH WXUQHG URXQG DQG VDLG 3, GR BU Whizk@h@ WworB Q\WKLQJ
people know, the better it is for everybody. And then other peoSOH PLIJKWQYW EH OL/|
me. ~

(Silas_5.10/11)
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Time to consider and decide

It is noteworthy that not all patients required an extensive period between study invitations
and their decisions to take part in studies. A significant number of expressed readiness to
help in research instantaneously, albeit for reasons other than their understanding and
explanation of study information. Typically, there is the expectation that time must be
allowed for potential research participants to consider study information before they should
decide on whether they wish to take part in potential clinical research studies or not. This
corresponds with the idea that patients must not be put under any form of duress explicitly
or implicitly but should be supported to decide for themselves freely. But the notion of how
much time should be allowed between study invitations and decisions to participate in
various studies appears unclear in the field of ethical research practice. This is often a

matter for REC committees and may be nonconformiQJ WR LQGLYLGXDO SDWLHQWVY

However, this research found that most of the patients did not appear to require any length

of time before deciding to get involved in clinical research following study invitations. Some

reported knowing what they wanted to do even before detailed study information was

presented to them. It was also discovered that patients made their decisions with minimal

involvement of their loved ones, often signing the consent form straightaway, with no need

to delay or wait for discussions with family members. Most patients understood and were

satisfied to sign consent forms, knowing WKDW WKH\ FRXOG VWLOO pPpGURS RXWY

at any point in time without consequences whatsoever for themselves.

3:KHQ WKH GRFWRHN BISIFRNUFH WRTG HYHQ GLVFXVVHG LW DQG

wanted to do the study, there was no doubt. You know what | mean? ,W ZDVQ W«

7KHUH ZDV QR GRXEW WKDW , ZDV JRLQJ WR GR LW~
(Simon_15.4)

3, NQHZ VWU Dikddoastraighttaway | would do it. <HD K« ,M/AIVYW P D
strong believer in research of any kind, you know. Cancer research tany sort of
research. Regarding, like, medical. , WV DOO IRU CQGIMNHDPLEGHQHEHWHILW
Future generations and things like that, you know. And if | can help in any way +
however small it is, you know =, ZLQ ZRKR XO G K H Osbppese even if they
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KD G DV NehyGhey wanted a little bit of bone off my leg, | would agree to it. No,
no *l was quite happytodoit. 4 XLWH KDSS\ WR«”

(Maggie_13.3)

3, G RMhK Were should be a great length of time in between. | think it only should
be short. $QG PD\EH FRPH RQH GD\ JHW LW :KHPIG LB/LSQRBHUO
G R ¥eah, read it properly. Go through it. And then come back the next day and
VD\ 3:KDWPVWR R X J KW YolrkQowwukat Viéan? $QG QG WKHQ«
<HV WR VLJQ DQG WDON DQG«”
(Silas_5.8)

Some patients however, appeared to need time to consider study information before they

should take part in clinical research studies.
3«7R UHDG LW SURSHUO\ ZKDW , JRW DERXW -bu@eKRXU« OLI
soshereaditaswel. 6KH JRHV WKURXJK LW PHBLQVN ZIL WRKXIPHH JR W «
\RXfUH PDUULHG \RXYYH JRW WR WDON WR WKH ZLIH RU Wi

MXVW WR JHW WKHLU VLGH RI LW DV ZHOO ~
(Ron_8.7)

3, WKLQWKLQ DERXW WKH ILUVW GD\ ,YG VRtbosghRIl SHQFLO
ZLOOZLRXOG JR DKHDG ZLWK WKLVIthn aboktGhé mexy wesd 1V ZLWKL
RU VR DV ORQJ DV , GRQTW ILQG DQ\WKLQJ WEB®IW ZRXOG \
NLQG RI WKRXJKW \HD Ktonfhe rst3layR#bD Egave Gyelf Bout a
ZHHN DQG LI WKHUH zZDV DQ\ GHDO EUHDNHUV RUF DQYWKLQJ
GR WKDRMHDQ WKH WDNHDZD\V \RX NQRZ«’

(Stephen_17.4)

Theme Two: Researcher Attributes

The next theme that emerged as influencing the process of informed consent for
participation in clinical research relates to the professional attributes of the research staff
conducting the consent consultation. This theme was quite strong and significant in the
factors influencing the recruitment and retention of clinical research participants, in relation

to informed consent. This theme consisted of several categories, outlined in Table 8.
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Table8 Categories for the Theme Researcher Attributes

Attitudes & Behaviours

Knowledge, Confidence & Competence

Communication Skills

Relational Skills

o 0T o

Candour

Attitudes & Behaviours

Professional attributes relate to standards of conduct expected from registered
professionals working within healthcare. It refers to the core values that the public expects
to see from healthcare professionals in the manner that they conduct themselves in
dealings with others. These attributes go beyond clinical practice or knowledge, and often

HIWHQG WR DQ LQGLYLGXDOYV FKDUDFWHU DQG SHUVRQD

The character and charisma of an individual was found to be invaluable and influential to
SDWLHQWVY UHVSRQVHV DQG V XEhétheaithtQa\seviedBa¢hRH QW LQ IXU
clinical research. Within this research, a significant number of participants expressed that

their decisions to take part in clinical research was based on their confidence in the clinical

staff that looked after them, having looked after them so well (clinically). On the other hand,

negative experiences of care were said to deter potential research participants from

engaging in further healthcare services such as clinical research.

It was discovered that patients embrace and appreciate when a healthcare professional
conducts themselves in a manner that is polite, helpful and reasonable. Patients described
feeling happy to take part in clinical research studies because of the way they were treated
by staff. Respect for patients flignity in a manner that is sensitive and considerate
encouraged potential participants to engage and sign up for research. Professional

behaviours such as punctuality and reliability were commended upon and embraced.
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3$Q\zZD\ , ZDV TXLWHo takz 8t inW. Rrd the basis that the clinicians
here, and at (hospital named), that have looked after me verywell +tDQG ,TP TXLWH
happy. , 1P YHU\ KDSS\ ZLWK WKH VB&JIkvBsWURteEIi@May, thereféré] LY H G
JRLQJ RQ WR D WULDO ~

(Philip_18.1)
3, W ZzDV IBHEHNKRQHVW WKH UHVSHFW ,1YH KDG RIl WKH GFK
been fantastic. 6R LI LW ZDV UHVHDUFK ZLWK WKHPoimdDLQ , ZRXC
NQRZ ZKDW , PHDQ"«$QG LI DOO GRFWRUV DQG QXUVHV WU
, VD\ WKHUHINNBREDVLFDOO\ ZH ZHUHHRM wWasKd] likkDPH OHYHC
,IP XS KHUH DQG therX fWHZGNR®R ZDV JUHDW «
7TKHUH ZDVLQIR« KH G4\ MM« SUREDEO\ LV EHWWHU WKDQ Pt

show it. You know what | mean? We ZHUH VSHDNLQJ RQ D OHYHO’
(Simon_15.6)

Conversely, some patrticipants expressed that unprofessional behaviours, such as collegial
interruptions during consent consultations were distasteful and off-putting to those receiving
care or from whom consent was being sought. Engaging in irrelevant and unnecessary
chats during consultation was thought to be off-putting and was frowned upon by
participants. Participants suggested that derogatory behaviours such as appearing to talk
down to someone could cause potential participants to think twice before they engage in
further healthcare services such as clinical research. There was the expectation that
research procedures such as informed consent should be performed with due regard for
SDWLHQWYV HQVXULQJ PLQLPDO LQWHUUXSWLRQWeRitst GLVWUDFV
concern always. In this regard, most participants recognised and expressed high
expectations in the professional behaviours and ethical standards expected at the heart of
ethical research practice. Fundamentally, it was found that patients engaged more
positively when treated with dignity and respect, especially in the manner that they are
spoken to, listened to or responded to. This finding has implications for workforce training
and development, highlighting the importance of care and respect by all those involved in
frontline healthcare delivery, including administrative and support staff team members.

S« WR PH LV VRRe¥peRihginy Mews and everything like that, you know.

My wishes and everything. $QG MXVW V RURWZ RN Kk pebple, like,

approach you. If somebody is a bit offhand with you, and that, and you know, and

WKH\ KDYHQIW JRW OLNH WKH ULJKW VRUW Rl DWWLWXGH
participating. % HFDXVH \RX PLJKW WKLQN RK \RX NQRZ WKH\TU}
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(Maggie_13.4)

31R WKDWTM RRX OVRQIW+ EHHWDWXKHUMKHUHTY DERXW RU S

thetime. 7 KH\ Y H DhewWsual have two podiatrists in. And the other nurse

came in and they were all chattingon. 1RW WKDW , ERMMMHWKBEYXWW Y WKH RQ

thing. The only thingl FRXOG IDXOW WKHP RQ LV WKDW ,YfP VLWWLQJ

done and then the receptionist comes inand hasachat. $QG 32K WKDW ORRNYV E!
(Winnie_2.7)

Knowledge, Confidence and Competence

Potential participants expect that all research staff should be competent and confident in

relation to their role in the informed consent process. Lack thereof was said to be

discouraging to signing up for a clinical research study. The participants conveyed that they

were willing and comfortable to engage with various levels of staff provided that the
research staff were ableto UHVSRQG WR SDWLHQWVY TXHULHYVY DQG FRQFHI
competently. They acknowledged that staff might not know the answer to every question

but insisted that healthcare and clinical research staff of all levels ought to realise their own

limitations and must be able to do so in a professional manner, seeking appropriate help

where necessary. The participants stated that any attempt to cover up inadequacies by

using uDLU\ IDLU\ H[SODQDWLRQVY ZDV GDPDJLQJ DQG GLVFRXUDJ

3, WKLQN \RX UHDORQHH KRXQTURXkQ WKDW KRVSLWDO EHG D
aWWHQGHG WR E\ WKH QXUVHV \RX BMihe WaRthd CaRyZorz KHW KH U
in their job and the way they talk to each other, whether or not they know what
W K H\ 1 U HAGI Rdu@ah leave it to them, and that fine. $QG \RX IHHO FRQILGHQV
Yeah, yeah. And | found that at the (xxx -hospital name omitted). They were always
busy, but never too busy to speak to you. And you could tell by their attitude and the
way they went on they knew what they were doing.

(Andrew_16.13)

3<RX FDQ JHQHUWORD FHQOWIRRX SHDN WR WKH QXUVH ZKHWKI
" KHWKHU WKH\ NQRZ ZKDW WKH\TUH GRLQJ DBGJWtK H\TUH FF
by their demeanour and the way they speak to you back. $QG WKH ZDAnd/ KH\ «

, P TXLWH DW HDVH OUYWWRQOQQ WWRVRKH«QXUVHYV ZKHQ \R
WDONLQJ VHQVH DQG \RX NROR K Q\RKZD W MVHK\Mf UTHU MVHE80O L QJ \R X
TP TXLWH DX I9DXWZLRX MDAV , GRQTW QHFHVVDULO\ ZzDQ)\
time up, for him to tell me someth L Q J W K D \Bed&uséHl\expect the nurses, who

DUH ZRUNLQJ WKHUH WR EH DW WKDW OHYHO DQG EH FRPES
S, P TXLWH FR FOR khtWDdarafditable, asking a nurse, provided you get a
VHQVLEOH DQVZHU I|UR Betaus¢iyu RriQvestrdtghitaway if someone
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LV HLWKHU KHGJLQJ RYRWKIR XORQUYWWKIHREZ WKH\ ZRXOG VD\
rather than try and give you some airy fairy explanation, which you look and you can
VHH \RXUVHOI DQG MRXRWRHGWOIIRWY MRVW RI WKH WLP
,IYH IREQGWLFXODKIDQ & ¥ H % KD YriewgnT Yu kan tell
VWUDLJKWDZDV\’

(Andrew_16.12)

Communication skills

Pivotal to the process of informed consent for clinical research participation are effective

communication skills. Aligned to informed consent, consultation is the ability of research

staff to talk to patients in a language that patients can understand and assimilate easily. In

this research, the effectiveness and validity of the informed consent process was

DVVRFLDWHG ZLWK WKH UHVHDUFKHUVY XVH RI ODQJXDJH DQG ¢
D SDUWLFLSDQWVY XQGHUVWDQGLQJ 3DWLHQWV ZHUH SOHDVH(
DQG UHVSHFWIXO PDQQHU ZKHUHDV D QtydRwbaK @de@p fiuRfll FRQGHVF
and offensive for patients. The participants embraced plain speaking and the avoidance of

technical language.

37TKH GRFWRU ZDV D YAhd \ik®IsBH h&dpaokv&Rrde on my level. He
GLGQTW XVH DQ\ ELJ ZRUG® RO NBiB BRoB Bp@w<He kept it
simple and straight. And straightaway, it was like, well, | trust this guy. You know,
,IYH JRW IDLWK LQ KLP $QG , GRQIW WikdsGhsit HaeG VHOO P F
sense? So he builds up that trust. And | do feel safe and secure. , GRQTW PHDQ WKDW
WKH ZD\ LW VRXQGV ~

(Jude_19.3)

"7TKH GRFWRU ZD \HnaYd@iclt\Welwesgreat. ,fYH J®RW D O
UHVSHFW DQG WLPH IRU KLP”
(Nicolas_14.2)

SWKH\ GLGQMW XVH DQ\ RITNeéKjtbt Baid theyQvbHdsBpanatd the V
blood out and use part of the blood to, yeah, form the patch. 7KH\ GLGQTW VD\ ZKDW
was. It was just a part of that blood that helped healing. So it wasn't complicated, it
ZDVQ W WHFKQLFDO”
(Winnie_2.5)

36 KH VD\V SHRSOWHBHKKRERSWY® WR DQG ZRUGV VOLS LQ DQG

understand. <RX NQRZ , WK L7ZGN WIKdDapefak/ to© people normally. Uh-

huh. Because most people are nervous when you go to the doctors or something,

you know. Because | did say to the nurse my blood pressure had probably gone shy

KLJK EHF DA s$hewas fine. W HFDXVH VKH VDEKH 32BLG@R ¥, WV QRW

WKDW EDG OF WWKRAEUVKW 32K ZHOO DW OHDVWOoOVKHIV WHO

TP QRW VLWWLQJ WKHUH W KID@NMNQ JT X¥d BhawrAKDW LV LW"
(Hannah_11.7)
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Relational Skills

Relational skills were identified as important independent of communication skills. In this
context, relational skills refer to the manner that the research staff engaged and
accommodated potential research participants to make them feel comfortable and at ease.
Participants appeared more likely to engage with health services more generally and in
research recruitment when dealing with friendly and approachable staff members. Effective
interpersonal attributes appeared instrumental in building professional trust with patients.
Being pleasant, considerate and friendly, with some element of fun and good humour,
helped patients to feel more confident and less on edge. This yielded more trusting
UHODWLRQVKLSY ZLWK SDWLHQWY DQG LPSURYHG SDWLHQWVY |
as discussed earlier, a positive experience of care is associated with increased willingness
to take up further healthcare services such as clinical research.

3:HOO LI \RX QHHG SULYmIRFAe std&f xr&dt youWRNNA Hit\WF respect
onceyougethere. 7KDWTV DOO \RX ZDQW LVQITW LW" 7KH\ GRQY
and little things like that, you know. You do something wrong and they have a bit

joke with you and things like that. | mean, first time | came, | came about switching

that off automatically, you know. Just it was coming up. And they didn't moan on or

anything like that. They just putitrightand... )DLU HQRXHRBRK DQG WKH\TUH

always pleasant to you when you come in. That's all you want.
(Ron_8.12)

35HV S H MY W fizdidlass. <HV WKHYKHHUH TV D Q HPartiduardyQuith«
the nurses here, but also in where | was treated at (Hospital name). You know, there
was an element of fun and good humour about it. Always within the idea of they

respect the dignity of the patient. <HV ~
(Philip_18.9)

3:HOO WKH ZD\ WKH\ FR Q G NKeFnayHXmnW]K0a: 924 @onélieted

himself with me. And the way the nurses at (hospital name) conducted themselves.

And also here. When we were at (hospital name) they had, there, a dance, you see.

$QG WKH\ KKDHO«KKDG RQH RQFH D \HDU IRU SMRISOH ZKR VXIIF
leukaemia, you see. For you and your partner. So we went along and we had a

JUHDW WLPH’
(Philip_18.9)
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Candour

Most participants desired to be told the truth about what they are signing up for. Honesty

was deemed essential for fostering trust and crucial in managing potential expectations with

participants. It was identified that patients had often been let down due to what they

perceived as dishonesty in the line of communications with clinical research staff. A patient

shared an experience where they were led to believe that a given research procedure was

being carried out for a dual purpose: of both clinical and research intentions, whereas the

procedure, an MRI of the stomach, was completed merely for research purposes. This

apparently occurred despitethe SDWLHQWY{V ZLVK QRW WR XQGHUWDNH DQ O
for research purposes. The quotes below FDSWXUH WKH SDUW tbdhteBnih@ WV YT HPRWL
researcher honesty and its significance of this in the research process, especially the

process of informed consent.

3:HOO , ZDV WROG E\ WKH CORHFMDRXY MV K B\WWR Q@ RWVZDEME WZR 0
VDLG 31R \RXJTYH KDG DQ 05, RQ LR X &2 Y WR P/BNeRRIM F K "~
3<RXYYH KDG DQ 05, RQ \RXU VWRPDFKDIR& WIHKH QR \WQRL GQ R\
KH VDLG LW ZDV IRU WKH KHDUW« :KHQ , LQYHVWLJDWHG
DEGRPLQDO 05, UHODWHG WQGNW KDMK \ UIKFDLYGNAMVWY AD'G RQH
thought, you rang me to back to say | had had one. Now, have | had one or have |
nothadone? 6 R ZKHQ WKH JhdnOrsg Wit avas doing the thyroid study
came on Monday, | showed her this letter. $QG , VDLG 3:RXOG \RX SOHDVH F
that? ) LQG RXW ZKDWTV KDSSHQLQJ KHUH EHFDXVH ,YP D OLV
PXFK DV ,fYH HLGGHWL BWHRYW WIFP EHLQJ PXFNHG DERXW KHU
(Andrew_16.4)

3% HFDXVH VRPH SHRSOH MXVW GRQWKLZADN) W KHRTEFH SRWW R
PLVFRQFHSWLRQ@RRH KKHIDW« 2D VZKD W« ZKDW UHWHDIU FK «
think, you know, a lot of people might think, oh, am | going to have to do this? Am |
going to have to, like, take drugs and things like that? And | think if you, sort of,
O L NIHyeu make people aware of that, right from the beginning, whether it
L Q Y R O Ydd ¥now, they might have to take part in a drug trial or something like
thatt $QG , WKLQN LI \RXfUH MXVW KRQHVW ZLWK SHRSOH LQ
that, you know, you might get more people involved, and that. % XW \RXfUH DOZD\V
JRLQJ WR JHW DQ HOHPHQW RI SHRPO/MWDRABNW ZRRYWQRQGF
-XVW HYHU\WKLQJ WKD V¥ itlgairfg\Yo aridil Qikle YuRsalyl, QaveDihgO
anywhere? Is there going to be, like, drug involved in it, you know? Like drug
medication and things like that. <R X NQRZ ZKDW LWV LUQRLRO WHRP KD« /L NF
P\ ERG\’

(Maggie_13.7)
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Theme Three: Study Information

Table9 Categories in the theme Study Information

Size of information document

o ®

Readability of information document

Readability of information document

Information Need

Explanation and Understanding of study information

=l ol ale

Sharing of study information with significant others

TKLVY UHVHDUFK H[SORUHG WKH SDUWLFLSDQWVY YLHZV DQG SHI
study information provided to them. This theme consisted of several categories outlined in

Table 9. The study sought to explore the impact that such views and perspectives may

have had on the S D W L #Q3Wtd take part in clinical research study. The discussions

were unstructured yet focused, to capture issues relating to aspects of the informed

consent process. There were cases where the participants were probed further and asked

to elaborate on issues raised. One particular set of themes centred around the size of the

ZULWWHQ LQIRUPDWLRQ GRFXPHQW WKH SDUWLFLSDQWVY XVH
of the written document; the readability of the written document; completeness and

relevance of the content of information; explanation and understanding of the information;

and their involvement of significant others in decision making.

Size of Study Information Document

Study information, being fundamental to the process of informed consent, is meant to allow

for full disclosure of specified elements during the consent process. The integrity of the

informed consent process for research is conventionally dependent on the full disclosure of

DOO DVSHFWV RI D SURSRVHG VWXG\ UH Qdpédrapate WRAWKH SDUW.L
2017; European Medicines Agency (EMA), 2016). Elements tend to include background to

the study, risks and discomforts, benefits of taking part, alternative treatment options,

170



assurances of confidentiality, compensation procedures, points of contact and how to
withdraw from study (HRA, 2017; EMA, 2016). This list is by no means exhaustive.

Consequently, the amount of information that is covered during information sharing is
thought to have steadily become boundless, with implications for ethical integrity and

clinical research practice.

Some of the participants of this research asserted that the size and amount of the written

information they received appeared to point towards legal and ethical justifications. Some
GHVFULEHG WKHLU VWXG\ LQIRUPDW (aBdQt 26 BBXpage®)W DV uD VPDO
OWKHUV GHVFULEHG WKHLU VWXG\ LQIRUPvhshLtfRe@hzei®F XPHQW DV
take home to read, while RWKHUV GHVFULEHG WKHLUV DV DESBPWHE VL]H R
document. The minimum size was said to be three or four sheets long. Overall, the

participants appeared indifferent and showed no grievances regarding the size or length of

the study information document given to them. Rather, the study information documents

were perceived by the participants to serve a legal purpose for the researchers and the

participants appeared to expect and respect this position, referring to the changes in the

societal culture of litigation.

S5HDOO\ ZKHQ , UHDG MKWURKXOK WIKLKkRUPDWLRQ« 3UREDEC
28, 30, | would say. | think it was a small book. And the information that was given to
us * RI DOO SDWLHQWY FRXOG KDYH WKH VLGHIMdIHFW RI1 =
could have a side effect of severe _ [00:05:14]. $SQORWKHU FRXEuGt KDY H «
was all percentages. $QG UHDOO\ LW GLGQTW PHDQ PXFK’

(Don_9.2)

S«LW ZDV WKRXWW KDYH EHHQ DERXW S Drélking yo$ ER X W SD

ZKDW DOO WKH GUXJV GR WKH VLGH HITHFWMRRQYKHRGUXJ\

these =l like to read it twice. | read it quickly, put it away, and then go back a couple

of days later and read it slowly. ,W VWLOO GRHVQfW JR LQ OLNH ~
(Ron_8.4)

37KH SDJHVY DOO DERXW WKR G ZXIQ W VEKIURIXWK ID@QRIG UHDG
it was clear and concise enough. <HDKAQ G , XQ G HUNDWHDDQI&/ \RX NQRZ
language and everything. 6R WKDW ZDV ILQH’

(Stephen_17.3)

3,W KDG WKUHH Rd it RvehtythxoKgH EMaFthing as far as | could see.
And there was enough there for me to be able to ask questions. So | could see what
was right, what | wasn't certain about. So it was good enough to do all of that. So |
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could ask questions and accept things as being what was said on the sheet. So |
think itwas qutH FRPSUHKHQVLYH WR EH KRQHVW’
(Winnie_2.10)

Reading of written study information

SRPH SDUWLFLSDQWY H[SODLQHG W K-WW DAGHIHW RQBRX JKD @ Bl HHIGQ WRR
and never returned to it again. Some explained that they had little interest in the written
information as they had already made their decisions following a few discussions with their
clinicians. Others chose to read the bits of information that they found interesting, and
suggested that the study information was too much to take in. Most of the patients relied on
a face-to-face interaction with the clinicians for the purpose of understanding or
comprehension of the necessary information about the study. Other participants who felt
obliged to read the study information document appeared to do so only out of respect for
the clinical research staff, rather than for their own knowledge and understanding. In most
cases, participants had already made up their minds to sign up for clinical research before
the written study information was presented to them.
, KD G W Kdd¥his information, | read through it quickly I literally scan-read it.
And that was it, and | put it into my files. 6R«, KDYHQTW UHWXUQHG WR LW D
Well, the decision was already made. $QG WKDWYYV \RX NQRZ RQH RI WKH
had a number of discussions along the various documents. 6 KH G L G @figyed HW
ZLWK PH EXW VKH VDLG$Q®HDGDULW ©FHHDBEAEDINMGD W'KHUH DUH
ZH JRLQJ ZLWK WKLWDRE NODRH"ERWWRP OLQH LV , ZDQW W
FRPSXWHU IRU WKH G U SazthaRnas Whepgrony Er® kfe\du NQR Z~
(Nicolas_14.7)
3+H JDYH PH WKLY VKHHW DQG , MXVW Q\MiticlRifigsel-HW D FKDQ
HPSOR\HG DQG ZRUNLQJILRG RW H®IU\, &uowd avwiRlo,) H W «
OLNH RWKHU VWXIlI RWKHU WKDQ ZRUN \RX NQRZ~
(Silas_5.3)
For the handful of participants that did manage to read the information provided to them,
they said they did so because there was little else to do during their hospital stay. Some

participants pointed out that they may not have chosen to read the study information had

they been at own home, amidst the other conflicting day-to-day demands of family life.
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3, ZDV JLYHQ TXLWH D ELW GuvichEhS WasZanfhoshNitahaRthe) e ,G
VR , UHDG LW LQ KRVSLWDO« <RX NQRZ EZRUN DEHGEkQ KHUH
:RXOG , KDYH JRW Qihgr tHihbB. ®yRitdkeh =, TP GRLQJ P\ NLWFKHQ
D Q GWould | have got it read? But | managedtoread LW EHFDXVH , ZDV LQ KRV
(Simon_15.2)

Another participant described being given a rundown by his clinician as all he needed,

commenting that it allowed him to read the specifics that were of interest to him on his own

rather than being made to go through all the elements with the clinician. He preferred to ask

guestions in specific areas that he did not understand, hence emphasising the need for

face to face interactions with clinicians during informed consent.
3+H JDYH PH WKH SDSHU DQG JDYHRKHN RBGIKGCONYWCRZQ
into the specifics %I read the specifics. :KHQ , ZHQW EDFN DQG \RX NQRZzZ L
He asked me a lot of question xyou know, | would rather me have questions about

WKLQJV , GLGQTW XQGHUVWDQG UDWKHUHWWKDKL ®LP H[SODI
(Stephen_17.3)

Readability of study documents

As highlighted in Chapter 2, much has been written about the readability of study

information documents, with most research on the subject comparing readability tools. With

UHJDUG WR FOLQLFDO UHYVH D u th&readability bfstugyOrfovinet®nR SLQLRQV R

documents, this real-life research found that the participants were fairly satisfied with the

display and choice of language used in the study information documents. For those that

endeavoured to read through the written information, the clarity and readability of the

written documents received mixed, but mostly positive, feelings. Some participants

FRPPHQWHG WKDW VWXG\ GRFXPHQWY ZHUH p\ViieR @Y PDNLQ

the small print too difficult to see. The majority were satisfied with the reading level of the

study documents, commenting that the wordiQJ R1 VWXG\ LQIRUPDWLRQ GRFXPHQ
EH yWWRR FOHYHUYT EXW UDWKHU VKRXOG EH HDVLO\ XQGHUVWDZC
said that complex words make people worry about the study and only serves to frighten

them away from participation. The majority of participants felt that the study information

documents ZHUH pYHU\ ZHOO SXW GRZQY DQG ZHUH TXLWH KDSS\ ZL
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S, WTV MXVW VZD P%dd Get teoDnuth: B Q G Rightly or wrongly, | quite

often put documentation to one side, you know. , WV D ELW OLNH UHFHLYLQJ \
insurance documents for the car, you know. 7KH\fUH DERXW WKDW WKLFN DQ
ORRN DW RQH VKHHW~’

(Nicolas_14.7)
37KH RQO\ WKLQ$ IRRW RUNFHRSOH GRQTW OLNH LV LI WKHU
thH ERWWRP RI WKH WKLQJ WKB®¥G RRXGCRQJ MWXIQGHQ W\W D Q &
HYHQ ZLWK JODVVHYV \R XYduRr@W WhatlYrieap?V. Ailke virithhg is

WKDW OLWWOH RQ WKH VLGH RI WKH ERToré&it. QddHG D PDJQ
know what I mean? $QG HYHQ LI \RXTYH JRW JRRG ,MHY WIRXW DQ TW

VPDOO °

(Silas_5.16)
33QG« PHDQ , WKILERX [IPDNH LW WRR FOHYHUfitSHRSOH HQG
EHFRPHY WRR PXFK WKDW \RX Rédple@hZ she(udtH G WR EH«
frightened. Or worried aboutit. $QG WKH\ PRARIXW&QRZ , WKLQN LW GRHVQ

EH«W GRHVQIYW HYHU ZDQW WR JHW WRR FOHYHU EHFDXVF
GRHV WKDW PHDQ"’

(Peter_3.13)

Information Need

Some participants believed the contents of the clinical research study information was yW R R

PXFKY DQG LUUHOHYDQW
3, WKLQN ZLWK PRVW RI WKLV VWXII WHnH iUjusfhasio eERW RI LQI
SXW WKHUH EXW WKHUH ZDV VRPRWRD & B/X YWD V\@ GWWRMO YN 1B B)I
,W GRHV KLU®eiHk RtKeW kave too much + WK H Z R ToG Many words on
the sheet, it hides the bits you wantto getto. 6 R LWV JRW MWR JRW« WR EH PRU
concise, | think (Winnie_2.10)

Participants were supported to discuss what they would like to see in a study information

document and the specific information they would like to know about before signing up for

clinical research studies. This line of discussion was accommodated and considered an

important contribution to existing knowledge, given that the participants had highlighted a

minimal engagement with study information because they perceived parts of the study

information to be excessive, irrelevant, and unnecessary. Most participants G L \¢iGtudy/H

information content contributed to their disinterest and skipping of sections of the study

information document. Without comprehensive reading of the study information, the

integrity and validity of the choices and decisions that participants make, would become
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doubtful. Participants were therefore encouraged to deliberate on the type of information

they would wish to discuss during the process of informed consent for clinical research.

Most would wish to know what taking part in the study would mean for them, especially the

purpose of study and study procedures. Some participants commented that they are not

interested in all kinds of research, and therefore would need to know the purpose of the

study to help them decide. Almost all participants said that they would want to know the

outcome of the study, saying that this would enable research volunteers to know that their

effort was worthwhile and not in vain. Others wished to know the specifics of investigations

or whether they will be taking pharmacological therapies, as well as any side effects or

adverse reactions from study procedures. Of additional importance to the participants was

travelling requirements, accessible facilities and infrastructure such as lifts. They also

expressed concerns about the sharing of data with third parties. Assurance of anonymity

was understood as being crucial to maintaining confidentiality. Confidentiality was

emphasised as essential, due to the impact of health records on employment and insurance

privileges. Participants also wished to know the time commitment required. Some explained

that they might be happy to take part in a study if it does not require frequent visits but

would be hesitant to take part in studies that involve frequent visits.
3, ZRXOG ZDQW WR NQRZ ZKDW WKH SitetheL b€y MeRXWFRPHV F
negative or positive. % XW , ZRXOGQTW VKLUN DzZD\ IURME WKH IDFW W
needed to do something that would possibly help somebody else | would say yes.
%XW WKDWTV PH’

(Nicolas_14.18).

S«, PHDQ H VEKIcHIDIQueuld want to know what it was about. What the
researchwas for. <RX NQRZ EHFDXVHP IPRIRMWKHQ RQ HYHU\ NLQG
research. You know? Fora VWDUW TP GHDG D EDlrytic\WeséhRcE U \ R «
youknow. , MXVW GRQTW WKLQN WKHUWANW DQOKEBNGRB&L LW D\
diseases. 7TKH WKLQJY WWIBDM«ZH GAH ré&s@dralvisl gobd, for any kind

of solution to the diseasesthatpe RSOH KDYH« , MXVW ZLVK WKH\ ZRXOG

IRU EOXPPLQ TVWIIWWK K HQMR WIRWWKHH IRUJRWWHQ GLVHDVH’
(Naomi_6.11)
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Explanation & understanding of Study Information

A key aim of this research was to capture real life clinical UHVHDUFK SDUWLFLSDQWVT F
the process of informed consent for participation in clinical research studies after they had

taken part in an informed consent process. Fundamental to this was their views on how the

study information was explained to them, and the influence of that component on their

decision to take part in the research study. This research therefore considered it necessary

to discover the views of the participants on how well they felt the study information was

explained to them and any other strategy that served to enhance their understanding of the

information provided to them.

The understanding of study information appeared to be directly linked to an opportunity for

a face-to-face interaction with the clinical research staff. Considering this, some participants
HISODLQHG WKDW WKH UHDGLQJ RI pSDSHUZRUNY DORQH ZDV QI
study information. They voiced that sitting down with a research staff and having the

research staff read and explain the information with participants helped the information to

go in better than just being left to read an information document and to sign the consent

form. Some participants underlined that some members of the public may find it challenging

to read and assimilate such a depth of information on their own, and that the prospect may

serve to put off potential participants from getting involved with clinical research in the first

place. It was expressed that study information does go over patients fheads and they not be

so keen to take part in a study if they do not understand the information provided to them.

3:HOO , VXSSRVH VRPHERG\ ZKR GLGQIW XQGHUVWDQG ZRX
you know. , I WKH\ GLGQTW XQGHUVWDQG"~
(Naomi_6.18)

3, WKLQN SDSH UlZ Rud NhiGkRt iHeedK td sit down with the paperwork.

<RXYYH JRW D VKHHW ,1YH JRW D VKHHW DQG \RXfUH JRLC
WRJIJHWKHU H[S OWHaQd a@tlalf/ibtwatpaper. And | think that goes in

there better than just giving somethind DQG WXUQLQJ URXQG DQG VD\LQJ
Read ityourself. *R DZD\ UHDG %WXWW Q ®kK L @ youljustlsiiifeveand

you explain it paragraph by paragraph, if you have to. | think that goes in there
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EHWWHU WKDQ MXVW VD\Lpgpér. $KEH WHKIHVUEBEAWUBIEHW R |
WKDI¥IR'X NQRZ"’
(Silas_5.15)

3<HDK , WKLQN \RX QHHG WR KD BEcasK,yuw kRotFsdmeQIRUPD W L |
SHRSOH ZRXOGQTW GR LW &RI¢XARALNROWRD\ , \\WKXLDQNRZWTV JRR
And, to me, if people GRQIW XQGHUVWDQG ZHOO WKHQ WKH\ FDQ T
there. They can actually ask it again.., Oh, yes, definitely. , ZRX O G QER/QETW NQRZ LI
, ZRXOG KDYH EHHQ VR NHHQ LI LW KDG MXVWOoEBIRPH DQG VL
you be keen to do this study, blah-blah-EODK"" $QG MXVW D OHWWHU ZLWK
LQIRUPDWLRQ , WKLQN BWKZREZXDO® K\DGWHOIRWAME tQ know

PRUH DER XWbultf BeLriviging up and wanting to know what it was all about.

6R LW ZRXOG KDYH EHHOQRX ZRX RG QTWREH WV R NBHQ QYR GR |
KDYH WKDW LQIRUPDWLRQ ~

(Naomi_6.17)

3:HOO , WKIWNWVWLIWRRGWR WRRE WR JHW HYHU\WKLQJ RXW
WXUQ URXQG DQG KDYH VRPHERG\ FRPH DQG VLW DQG WDO
research. «, PHDQ WKHUHTV D O RWhdactsh/R&aghl, atkdr the
GROH DQG WKH\TYH JRW ORDGV RI SDSHUV DQG WKDW WR |
$QG WKH\YYH JRW WR JR WKURXJK W KRhdsighRERUNGDW KEHWILYHN E F
got that many boxes, a lot of them turn round +tWKH\ GRQfW HYHQ NQRZ ZKDW
WLFNLQJ DW WWHWKHCGHRIG RI WKDW ERRN WKDW WKH\TYH JF
HYHQ NQRZ ZKDW WXHGCTWHK HN IMFXNVLWIWXUQ URXQG DQG WKH\
WLFNLQJIVNnW/DRHH WK ORQJ DV LWV NHBWGV,LWEOGN \IRX TN
much easier. $QG , GRQIW WKLQN WKHQ \RX ZRXOG KDYH DQ\ S
MRLQLQJ UH¥%WXWUWRKIYH JRW WR OLNH PDNH VXUH WKDW S
do it, you know. Oryou PDNH VXUH WKDW WKH\ KDYHQTW RU WKH\ G
H[SHULHQFH ~

(Silas_5.21)

When talking through their individual experiences of clinician-patient interactions, most
participants expressed deep satisfaction when research staff took the time to explain study
information to them. It suggested that participants were more satisfied with their
experiences of care. A clinician-patient interaction was said to enable an environment
where patients would be prepared to ask questions more comfortably, as well as allowing
the research staff the opportunity to address patients f£oncerns more promptly and more
confidently. Talking through the study information with participants face-to-face was also
said to enhance the clarity of the information provided. Consequently, participants made
more informed decisions, having had the opportunity to discuss essential study information
in a meaningful way before their involvement in research. Participants argued that poor

explanations of study information may yield poor recruitment to a study, as patients may be
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more likely to refuse involvement if they did not understand fully what the study is about, or

where their concerns were not sufficiently addressed during the consent process.

3, ZDV DVNHG E\ D SRGLDWULVW LI, ZDV LQWHUBROQHW DQC
know what the ones are with the purpose uniform *came in and explained
everything thoroughly to me. When | said | would be interested. And she came
down, she explained things, | was told exactly what would be going on. What the
clinical study was. How it would going to work. And then | agreedtoit. 7KDW fV KRZ ,
DJUHHG WR LW« W #Hthves dbxsentd and all that\Wire Written out.
$QG WKHUH ZDV D SLOH RI ZRUN , KDG WR GR WR WDNH KRF
, GRQYW NQRZ LI DQ\ERG\ LW QIHDHz PHK BN W WIKGIG MMXWH\ GRQ
the full idea from it. But it was from questions and asking the sister who was running
the test xrunning the study =it was from her. And she was just great, as far as |
was concerned. She told you everythingyouwaQWHG WR NQRZ DQG VWXII \RX
need to know. % XW ZKDW VKH WKRXJKW Z Do daP SRAUEDIGW « <HV
FDQITW,IRRX GRQ M&MdXQRHBYQIW ZLWK D VKHHW -

(Winnie_2.1)

37KLV WLPH GHILQLWHO\ LW ZDV D UHWakDdallykakpk UV H« 9% X

you through it all the time. 6R \RX ZHUH SUHWW\ FOHDU DOO WKH WLPH
(Mather_1.8)

3«7KH\ ZHUH OLVWH Qd.if] hat $sbhdéthihl © €ay they would listen.

7KH\ ZHUHQ W LQWHUUXSWLQJ RU DQ\WKLQJ DQG WU\LQJ W

finished or that sort of WKLQJ WKDW JRHV RQ TXLWH RIWHQ’
(Winnie_2.8)

Some participants recognised informed consent consultation as an ongoing process and

articulated that it would not be possible to give such depth of information in one go.

3 «It depends on what the research is about. The more knowledge, the better, you
know. $QG , NQRZ \RXJUH QRW JRLQJ WR EH DEOH WR JLYH LW
(Silas_5.16)

Others voiced concerns regarding the explanation of study information, especially
pertaining to the expression of risks in percentage measures. Some participants expressed
that such a strategy did not support plain speaking and instead served to hinder a
meaningful understanding of study information. It was said that the expression of risks in

SHUFHQWDJHY pGLGQTW PHDQ PXFKT WR SDUWLFLSDQWYV

3$QG WKH LQIRUPDWLRQ WoRoiell gddients) dovleh lviie e
HITHFW R ZBsifghar [9sb.\10% ebuld have a side effect of severe
[00:05:14]. SQRWKHU F R XBuGt Wab Aipercentages. $Q G UHDOO\ LW GL¢
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mean much zthe way | look at percentages is if it happens, it happens. ,| LW GRHVQTW
LW GRHVQTW’
(Don_9.3)

Y wasn't actually clear. % HFDXVH , FDQYW UHP HBUEHIW What IDV P XFK
mean? :KHUH QRUPDOWsSs VW@R®O YHU\ KDSS\ WR WDNH SDUW °
(Silas_5.6)

Overall, an opportunity for ongoing dialogue between clinical research staff and the
participants was fundamental to their understanding of the necessary study information.
Patients were appreciative of the opportunity to ask questions or to clarify any concerns
they had, even after the initial consent form had been completed or signed, highlighting the
ongoing nature of an informed consent process. Face-to face consent consultations allowed
patients to interact with staff in person and to ask questions and have their questions
answered more promptly. Most participants described their experiences in a positive light
when they hadthe RSSRUWXQLW\ WR tplddh YuéstionZ iR & fGliHwFOL meeting
after they had thought through the information. Patients often waited until a face-to-face
meeting with research staff to express concerns or ask questions, even when they had
been advised that they could telephone the research team should they have concerns. This
served to underline the importance and significance of face-to-face clinician-patient

interactions during the process of informed consent for clinical research studies.

It also highlights the potential inefficiency of requesting patients to telephone a researcher
for clarifications of their concerns. It may be that the onus should be placed on a researcher
to ensure a follow-on opportunity is provided to research participants for the reinforcement
of study information or clarification of individual concerns. This research suggests that while
a few patients may take up such an opportunity to contact a researcher with questions, the
majority of the participants may not bother. It may therefore be beneficial to participants for
all research studies to ensure an initial face-to-face informed consent dialogue, and
potentially a follow-on opportunity other than merely saying that participants should call the

researcher. This may serve to support and uphold the informed consent integrity.
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S% HFDXVH , ZHQW XS WKHUH EHIRUH , VWDUWHGSQG KDG C

I had no problem in understanding what it was about, because they explained it. As |

VD\ \RX DRARNK« DV N TXHVW LAR@QIMeNA/KIHIQ kome, and you think,

32K , VKRXOG KDY WAnNBVNHKGFURDDWN LW WKH QH[W ZHHN’
(Mather_1.4)

3> @ VDLG LI WKIH W&t ahid queBriQnssjust to ring her up and ask,
obviously. And | made a couple of notes on it. More, kind of, what if. And the next
time | saw [Name] [00:07:03], whose second name escapes me *the next time |
sawher , DVNHG KHU ZKWVLZDW BKSODLQHG ILQH"
(Don_9.3)

Sharing of study information with significant others

After the study information had been explained to potential clinical research participants,
the next step is for patients to be given the opportunity to consider the information provided
to them, and be allowed the time and opportunity to discuss such information with other
significant individuals in their lives (GMC, 2013; RCN, 2011; ). In that regard, the
participants of this research talked through their attitudes towards the sharing of study
information with significant others. The participants articulated the influence of significant

others (or lack thereof) on their decision making to take part in clinical research studies.

The majority of the participants indicated that participation in clinical research is a personal
commitment of the individual taking part in it. They said that such decisions should not
depend on the influence of other family members whatsoever. Most participants did share
study information with significant others, such as close members of the family and their GPs
but said that they did so merely for information purposes. They pointed out that they did so
out of respect and not particularly for others to determine for them. In most cases, the
participants shared study information with family members after they had already decided
and signed to take part in a study. In this regard, family members and significant others
were respectful of the decisions already made by the patient, by taking up a supportive

stance in agreement with whatever decision the patient had made.
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30\ ZLIH PQ@®RXQJHVW GDXJKWHU ZKRfV FRPLQJ XS WR D (
GDXJKWHU ZKRYV ZLOO VXS SWHRhatavePIKvaRtQasDoQd 88 KLQJ , GR

LWV OHMYY P\ FKRLFH WKHRERWYWVWRXG&RLFH 3, WKLQN \R.
GR WKLV® RU ¥KW K DGNGBRc§US€ Enid/ stuff is going into my arm,

QRERG\ HERVHMWH JRW D IDLUO\ AhY $aiR LhAdlmade i Ribd \

XS DV VRRQ D%V, ¥YRPRQ/BRQd EHIRUH ,YG EHHQ VHOHFWHG IR
WUHDWPHQW ,1G PDGH P\ dhg @ Gave &, iwkDoWéred Z02ad J

easy. 6LPSOH DV WKDW °

(Don_9.4)

3 P DQ RQO\ FKLOG DQG , GRQTW KDY I8 FxArd Rhed it RU DQ\WK |
FRPHV WR IULHQGV RU ZRUR X RQ R Bdnipedyle [lAMEIV «

ZKDW TV JRLXQW RORW ANQRZ \RX GRQIW ZDQW WR JR LQWR D
VRUW Rl ORXHORZ« LWV PRUH IRU LQIRUPDWLRQ EHFDXV}
WKHUH ZDV VRPHWKLQJ KDSSHQLQJ DQG WKH\ GLGQIW NQR
take their advice on board, b XW LWV P\ GAHFRDYLEBFDXVH LWV PH WKD
doit. $QG VR WKHUH PD\ EH PRUH ULVNV Wok@QelgeHanHILWV DV .
maNH WKDW FKRLFH IRU \RX UHDOO\’

(Stephen_17.5)

3, PDGH P\ RZQ PdsQ,& XWHQG WR PDNH PW&ZQdPLQ G «
GLGQYW GLVFXVV KWXZNWRD QERG), JRW WKH OHWWHU DQG
ULJKW Andhat was it. Uh- K X K~

(Mathar_1.7)
Family doctors and trusted health professionals appeared most likely to influence a
SDUWLFLSDQW 1 diggHpartidiphtivQiN cliniclal i2search studies. As discussed
previously, any such influence is correlated to the nature of the trusting relationship

between the patient and the clinician.

37KHUHYTV WZR *3V WKDW , X\tflamayand]NaGe]fIDQ4: 1R X S @

And, you know, | respect their opinions. $QG WKDWY{V WKH ULJKW SODFH WR

LQIRUPDWLRQ VHQW WR LI WKHUHYfV VRPHWKLQJ WKDW QH!

\HDK WKH\TOO JHW LQ WRXFK ZLWK PH DQG VD\ 3&RPH LQ
(Peter_3.12)

37KH\ VDLG \RX NQRZVWKLD FDIQKW LI , ZRXOG VHQG LW ELC
No problem, youknow. , GLGQIW KDYH DQ\ SUREIOGFEpaNEKTYW Z D\
GRFWRWP«DQ RSHQ ERRN DV IDU DV P Hd&kRdwe/dwddythivg FRQFHUQ'}
WKDWKDWTV ZURQJ ZLWK WewbrQQGWRKIBIW KU RQ WKLQJV \R)
(Naomi_6.13)

Although some participants acknowledged that they required the support of family members
in processing study information documents, almost all expressed that they reached the
decisions to take part in research of their own accord.

3, GLVFXVVHG LW D OLWWOH ELW ZLWK P\ KXNEDOWDQ®G DQG WK
nurse anyway, you know. 6R KH ZDV VRUW RI DOO IRU LW DQ\zZD\ \RX
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(Maggie_13.4)
3, GLVFXVVHG LW ZLWK P\ ZLIH EHFDXVH ZHWe&kdowRW D YHU\
everything about each other. We tell no lies, nothing. | spoke to her and explained it
like the doctor did. Excuse me. And she came to the same conclusion that 1 did LW TV

going to benefit me and somewhere else. , WV JRLQJ WR EHQHILW VRPHERG
(Jude_19.4)

8OWLPDWHO\ WKH GLVFRYHU\ UHODWLQJ WR SRWHQWLDO UHVH
sharing of study information with others is significant. This is in consideration of the time

required to allow for such deliberation to take place, and the weight of due process on the

informed consent process for participation in clinical research. In view of the ethical review

standards and requirements, this discovery indicates that any such blanket expectation or

requirement to mandate a specific time period between study invitations and the granting of

consent by potential participants could be considered unnecessary and unrealistic to real

OLIH VLWXDWLRQVY ,Q WKH UHDO VHQVH RI SUDFWLFH SDUWLFL
researchers already allow for the signing of consent documents at same time as the study

is being introduced to potential participants. There is therefore implications for the

validity/rationality of current ethical research standards and practice.

Theme Four: Personhood

Tablel0The categories for the Theme of Personhood

Aspiration of participation

h. Hope for Cure

i Altruism

J- Source of Social Interaction

In this research, the framework of personhood refers to the intrinsic and extrinsic personal
FRPSRQHQWY WKDW LQIOXHQFH WKH LQGLYLGXDOYfV FDSDFLW\ \
part in a clinical research study or not. The theme of personhood includes four categories

as outlinedin Table 10. 7KH QRWLRQ IRFXVHV R Qcancgd andts millemr® WV VHO
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on the decision making for participation in research. It considers the differing moral

SULQFLSOHV LQKHUHQW LQ D SHUVRQ DQG WKH DVVRFLDWHG L
regard to engagement in research. The elements regarding personhood emerged from

participant conversations, illuminating their perceived thirst for self-determination, dignity

and integrity. The discovery was thought to be insightful and beneficial in the considerations

for a person-centred approach in the process of informed consent for clinical research. Four

categories emerged: aspirations for consenting to research; influence of moral principles;

perceived value of life; demographic structures; as well as barriers to participation. Clearly,

overlaps were notable between the categories.

Aspirations of participation

The aspirations of participation refer to factors that stimulated or motivated the individual to
take action towards an involvement in a clinical research study. In this regard, a range of
factors emerged, including interest in medical check-ups, hopes for treatment or cure,

social interactions from study visits, and doing good to help others.

Check-up

Some patients were motivated to take part in clinical research studies to receive a medical
check-up that would otherwise not have been available to them in the standard pathway to
treatment.

3«, WKRXJKW LW ZDV JRBdgaus&/rRy thinkipdd hiy\hebrid behind it
was when | come out of hospital having the heart attack | would have a follow-up
DSSRLOQWPHQW DQG WKHQ LW ZRXOG EH B& Bh€whydEHieFN LQ VL]
doctor explained this thing, once a month | would have an ECG on my heart. And
then | would have an in-depth 3d scan. MRI scan on my heart. So | thought, well, if
,IP JRLQJ WR KDYH WKDW HYHU\ PRQWKHWHKMHWBPLLPRLQJI WR
XS RQ VRPHWKLQJ WKDW{V«’

(Jude_19.2)
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3$QG , MXVW UHDG DOO WKH SDSHUV DQG , WKRXJKW 32K ,
EHHQ VDWLVILHGQGQG MWKHYSIDVR/R'G FKHFMNuRQW)RMJWKIBDOWK
I[UHH 027 OHW(TTV IDFH LW’

(Naomi_6.2)

Clinical research therefore was perceived by some participants as an opportunity for
additional medical investigation with a hope for diagnosis. This appeared an equivocal
assumption on the part of the participants, given the uncertainty of benefit with clinical
research procedures. The implication of this type of assumption being that there could be a
ULVN RI D SRWHQWLDO PLVPDWFK L @& 2D away€y Wat Sorrel SHFWDW LR C
participants might find themselves over-volunteering for clinical research procedures, for
reasons that may be hidden from the researcher.
3« WKH PRWLYDWLRQ ZDV WR EHQHILW WKHP DQG EHQHILW F
scan and ECG every month. , | WKHUHYY DQ\WKLQJ ZURQJ WKH\TOO SL
: KHUH D ¥ beénLIMeTone visit to the hospital but six months later, have another
one tDQ\WKLQJ FDQ JR ZURQJ’
(Jude_19.2)
3, ZDQWHG WR NQRZ ZKHWKHU RU QRW WKLV WK\ WRLG JODQ
notabigeater +, GRQIW HDW ORWW®ORWYGR,| & R MM jlisD ¥ G «

wanted to know whether or not it was alink. <HDK”~
(Andrew_16.7)

Hope for cure

SRPH SDWLHQWVY ZLOOLQJQHVV WR FRQVHQW IRU FOLQLFDO UH
that they would receive treatment that otherwise may not have been available to them

within standard clinical treatment. This was patrticularly evident among patients living with

chronic health conditions such as cancer and gastroenterological problems. The

participants expressed that limited treatment options were an issue of concern for most

clinical research participants. As such, participants were more willing to sign up for research

due to a lack of alternative treatment. There was a clear indication that some individuals

may not have chosen to take the risks involved in some types of clinical research studies,

had it not been for a perceived hope for treatment and the lack of alternative options. Note
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therefore the dissimilarity between this nature of motivation and that of those willing to

participate in clinical research merely for the good of others.

3 «What are you signing for? :KDW DUH \RX VIARQLQYDLIRU¥'HOO ZKDW
RSWLRQV GR VEDGH¥ WYV DGD®R FHR® X NRRZX" 3, WV D
GLOHPPBDLG 3,1l GRQITW WDNHODWEH: RIWLRYVGHDG VRRQHU
NQRZ«'VDLG 3,1 LW JRHV WKURRLIG PA: MYTW\WHBRW WR WD
FKDQFH« ,W ZDV D IDFW,RI|ZDiM Wantediy heFalbn@ & few
more years, the bottom line was, you know, | had to try to participate. $QG VR WKDW {V
ZKDW KDSSHQHG ~

(Nicolas_14. 1, 14.4)

%XW DJDLQ LWV JRLWYPWRREHQH LIYWHPHRW WR JR WKURXJIK
JHW EHWWHU’
(Jude_19.3)

3)RU DOO LW ZDV H[SHURIPWEWDNL PN\ Z45 ¥t theZib®, when
, DJUHHG WR JRRRONW® R A « WTkkingOnyWahe and that on the trial for
it. ,1 LW JLYHVYWH&«YHYV P\ DJH ,1YH JRW D JURZQ XS IDPLO\

to lose and everything to gain. ~ «<\RXTYH JRWRWRWURW WR WU\
HYHU\WKLQJ HYHQ LI \RX WKLQN \RXfUH XS DJDLQVW D ZD(
LW ~
(Don_9.8)
Altruism

JRU RWKHUV KRZHYHU WDNLQJ SDUW LQ FOLQLFDO UHVHDUFK Z
VFLHQFH DQG IRU WKH JRRG RI RWKHUV 6RPH SDUWLFLSDQWV]
number of patients stood ready to sign up for research for the wholesome purpose of

EHQHILWW L Q ditheDiQthE Re@r\ffjture or generations to come. For those, the feeling

of doing good was the motivating factor that made participation in clinical research
HZRUWKZKLOHY IRU WKHP ,Q Wdskdoveed/that RdteDtOWerd bebddyy LW ZDV
willing to take part in suitable studies provided it was not harming them or costing them

anything. Unlike those participants that took part in clinical research with the hope of cure or

treatment, those that took part to help others appeared less willing to put up with

foreseeable risks or potential harm to self. In other words, those that took part in research

for the good of others did so on the condition of minimal or no risks to self or with no real

danger to wellbeing. This appeared to be a commanding factorin SDWLHQWVY ZLOOLQJQH
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consent for research for the good others. The same could not be said for those that took

part with hope of cure or treatment.
3:HOO , WKLQN, BADMLFND O\RWKs MaRIAP FRQFHUQHG ZLWK P\ Et
in the positionthatlam £\RX NQRZ | P -Ra@titkeRveHhllare +EXW IL | «

youcaQ KHOS VRPHERG\ HOVH ZK\ QRW”’
(Nicolas_14.18)

3:HOO , IHHO WKDW VRPH JRARd:VENLIC0Be thiRdPdgdodRcame dut L W
of it, it would be worthwhile and that. Acurefor VRPHWKLQJ DQG ZKDW KDYH \I
(Mathar_1.5)

3,1 LWTV JRLQJ WR PDNH WKLQJY EHWWHU DQG HDVLHU IRU
basically it. Like | say, if it makes it easier for people to be treated, then | would do it

HYHU\ GD\’
(Simon_15.2)

Nonetheless, few of those that took part in the research studies for the good of others also
said that they may be willing to take part in research studies involving minimal risks to self
(such as rash) and those with no real danger to wellbeing. Still, the level of risks to potential
research participants remained a significant factor. Participation in research for the good of
RWKHUV RFFXUUHG ZKHQ WKH SDUWLFLSDQWY FRQ@¥bGGHUHG WK
SDUWLFLSDWLQJY ,W LV IXQGDPHQWDO WKHUHIRUH WKDW LQIR
harm ought to be fully disclosed by research teams during the process of informed consent
for clinical research studies. This is given that information regarding risks or potential harm
VHHPVY YLWDO WR SRWHQWLDO UHVHDUFK SDUWLFLSDQWVY GHO
potential harm should therefore not be downplayed, concealed or neglected during
disclosure of information. Any manipulations of such information would be concerning as it
could be deemed as invalidating the integrity of any consent obtained.
3, FRPH EDFN WR ZK DIiMwaRjusta simple thivigy that | may come out

LQ D UDVK RU VRPHWKLQJ EXW WBILIH HWV \Q RRUIDYE RO B/Q JH U
know. /LNH , VD\ PHQWDOO\ GLVWXfU&nsilkbeRhe AR HW KL Q J «
person, yes. But, like, little risks, like | say, like having a rash *but after couple of

GD\V WKDW UDVK LV JRLQJ WR JR DzZzD\ WKHQ WKHUHYV QR
(Jude_19.6)

37KH\ GLGQTW DVN PH WWRadtQalRdowhHo m&M datnk to my own
decision, because | make decisions fairly quickly. 7 K D Weu know, | had nothing to

lose by participating. $QG VR DFFRUGLQJO\ , VLIQHG -
(Nicolas_14.4)
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Source of social interaction

Social interactions were also reflected in participants faspirations for taking part in clinical

research studies. Some participants expressed that social support and company was

integral element to their decisions to sign up for research. Their accounts indicate that

some older adults may be isolated and long for company and social interactions from study

visits. Some participants said that taking part in healthcare research benefited them as it

JDYH WKHP pVRPHWREQ3IDWRVLEFESDOWLRQ LQ KHD@WKFDUH UHVHI

hobby by one patrticipant, who explained that life after retirement was idling for her and that

taking part in clinical research was something she looked forward to.
3$JDLQ , NQRZ LWV UHVHDUFK EXW , GR IHHO LWYV EHQHII
something to focuson. , 1P QRW ZRUNLYH JRYZ RWH LQRW PIYIHVK
no real hobbies or things. <RX NQRZ ,fP QORWORHWWVYQLRXQW PH VRPH\
tofocuson. $QG \RX FIMQ¥RXQGV VLOO\ EXW ,TRk& RRNLQJ IRUZD
somebody is comingouW DQG WKH\fUH JRLQJ WRo&mawriakey DQG GR V

VHQVH" ~’
(Jude_19.3)

3/LNH , VD\ WKHUH AhdEhetidly oW tHatll'm Ketiring and the only
thing I've got is that. I've no garden or anything. Soit's... 7TKDW FRXOG EH P\ KREE\"
(Jude_19.12)
Social relationships (or lack thereof) among the aging population therefore impact on some
participants flecisions to consent for clinical research. This is significant as it illuminates a
concerning trend that ought to awaken the consciousness of ethics reviewers and clinical
research staff during the process of informed consent for clinical research. There is a risk

that some older adults might over-volunteer for clinical research studies for reasons that are

contraindicated in the process of informed consent.

Moral Principles

Moral principles may serve to sway a person into certain actions or inactions. Little research
has been done that articulates the relevance of moral principles in guiding the dispositions

RI SRWHQWLDO FOLQLFDO UHVHDUFK SDUWLFLSDIQWVY GHFLVLR
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research however noted SDUWLFLSDQWV T Uiddrel 9drsgsdi NghivbRwhbng,H

and other moral necessities. In the course of determining how individuals respond to the

consent process for research, and the meanings patients make of it, the moral senses of

right and wrong were VHHQ WR LQWHUIHUH ZLWK VRPH SDUWLFLSDQWV]T
research. This included beliefs about what is morally permissible, such as mutual respect

for self and others, dignity and integrity, honesty and trustworthiness, caring for the good of

others, and having an optimistic outlook on life.

Self-respect

Self-respect refers to a belief that one is worthy and deserving of being respected and

treated well. Individuals that flaunt self-respect tend not to put up with others when they feel

that they are being disrespected or treated dishonourably. It was not surprising that the

participants of this research expressed their concerns for issues of respect and the impact

RQ D SDUWLFLSDQWVT RY Hipr@ dintal @eca@nsqueyy Wtiatelyy L J Q

there appears a connection between past experiences of care and the uptake of future

healthcare services. Focusing on self-respect, this research discovered that there is an

expectation by patients that all NHS staff ought to show regard for the dignity of individuals

and not treat patients with discourtesy. It was projected that all frontline NHS staff were

expected to always treat patients and service users courteously and with utmost respect.

Failure to upholG VXFK H[SHFWDWLRQV SUHVHQWHG EDUULHUV WR VRF

further services, including involvement in research. Some participants commented that staff

attitudes, such as talking to patients in a condescending manner, may cause a patient to

change their mind from taking part or continuing in research studies.
8 %\ WKH ZzD\ SHRSOHIWSHDRRWPRQRXS EXW KHKHATERQ TW «
PXFK ROGHU SHRSOH WKDQ PH FRPLQJ KHUH EA#W WKH\JUH
WKH\TUH QRRWHI VI BRRYUHYTY QRERG\ FRQGHVFHQGLQJ ZKLFK ,
happen to older people. <RX NQRZ 32&RPHIRQ \BXWHOI GRZQ VZHHWE
<RXYUH MXVW 3*HW RIl , POQVVLAWDERZ PXVHMaW " UHVSHFWI

pleasant. And you can have a bit laugh and bit joke with them as well, which kind of
PDNHV LW SDVV D ELW TXLFNHU’
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(Don_9.9)

3<RX NQRZ UHJIJDUGOHVV RI LI \RXTG VDLG \HV RU QR WKH
FRXOG FKDQJH \RXU PLQG ZRXOG EH SRVVLEO\ VRPHERG\T\
\RX RU \RX ERBRW«RI WYRUFHWRPHWKLQJ RQ \RButRU \RX N
again,lhDYHQIW H[SHULHQFHG DQ\ RI WKDW~

(Stephen_17.10)

From the views of some participants, healthcare staff, regardless of status or whether in

clinical, research or administrative roles, were taken to represent the NHS as a single

entity. Consequently, any form of disregard by any NHS staff appeared to resound strongly

negatively with patients. Some participants referred to some unwelcoming attitudes that

they had encountered from clerical/reception staff, and how such experiences impacted on

their willingness to engage further with healthcare services. Some participants told of

VLWXDWLRQV ZKHUH VHUY L F HprhutHdiewed b Oywtheudiebcdl Gli@cBRIQ H E\

and research staff. They explained that negative experiences of disrespect put patients in a

bad mood, making them less willing to volunteer for research. Of emphasis was the

attitudes of some clerical/reception staff, who are normally placed to receive and welcome

patients on their arrival to a healthcare facility. Some participants expressed that some

reception staff were ignorant in the manner that they dealt with service users or were

inconsiderate of patients f£oncerns when approached. Another expressed a dislike to when

staff talk to one another about a patient but do not involve the patient during consultations.

This was said to be irritating and displeasing to service users. These comments indicated

WKDW SDWLHQWVY H[SHULHQFHYV RI WKHLU FOHULFDO FOLQLFD

LQIOXHQWLDO LQ SDWLHQWVY ZLOOLQJQHVV WR VLIQ XS RU FR(

such as clinical research.
3, GRW NQRZ ZKDW LW LV ZLWK WKHVH JLUEGY RU ZRPHQ WKI
LPPHGLDWHOWRRQ DV WKH\ VD\ 3 9P D &GyRuUIu hatsde of HFHSWLR
the counter are all idiots. , TP WKH <EHRMMWO GR ZKDW , VD\ DQG \RX ZLO(
tellyouto. " 7KDW{V WKH7RKPMIWRKNQRZ WKH\JfUH YHU\ RIILFLR

(Andrew_16.7)

3<RX NQRZ LI \RXJUH LJQRUHG DQG SHRSJI@hyWD®N RYHU \R
your dignity. <RXTUHRXTUH MXVW<BXJXPMEVRPHERGX WIQHRZH LW V
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like when the consultants come around on their inspections, and they don't speak to
you. 7KH\TUH VSHDNLQJAWRfiNd Kt irtitatiigH D P
(Mary_4.7)
Further, this research found that patients generally appear to harbour honourable regard for
the professional values attributed to healthcare professionals. The saying goes that {0
whom much is given, much is also expected {The participants of this research articulated in
consensus some standards of behaviour that the public expects from healthcare
professionals in positions of influence. Some participants voiced discontent with healthcare
staff appearing to show disregard for professionalism, such as engaging in casual
conversations of the sort that may not be expected of a healthcare professional. This
included talking about TV programmes while on duty. Some others frowned upon
unprofessional behaviours such as eating or drinking in the presence of patients. Such
behaviour was taken to portray a lack of respect for professionalism and a disregard for
patients.
3<RX GRQTW ZDQW WKHP FRPLQJ RXW DQIGCGWRMQMHDONLQJ \
Coronation Street last night? +DYH \RX EHHQ ZDWFBIQQJLRW *HW 0OH 2X
R | + H Ui 5ort of thing, you know. E[FXVH PH«,fP VLWWLQJ ORRNLQJ D\
\RX NQRZ DQG ,fP WKIQBNWEHQRE#2KDPHRPH@ > @ LV
JRLQJ YM&re] [00:05:42] +this is another thing +walked down from her office,
with her coffee cup and stopped at the end and looked to see who was in the
surgery, and then walked out the back. Ten minutes later, came back with her cup
of coffee and sauntered back down to her office. 1RZ QR W RQuifMae]
> @ PD\ WKLQN GLIITHUHQW’
(Andrew_16.17/19)
However, the majority of the participants reported positive experiences of their care with
regard to the professionalism of staff in the manner that they were spoken to or treated.
They expressed their satisfaction with majority of the healthcare and clinical research staff
that treated patients with mutual respect. Some participants conveyed an appreciation for
KHDOWKFDUH VWDII DFNQRZOHGJLQJ WKDW pJRRG QXUVHV NQI
praised all staff that attended to her, H{SUHVVLQJ WKDW pHYAHU W KR NQDGOHQE

lovely. Punctuality of staff was also commended.

3% XW XS KHUH WKH\fUH D EV ROtKWIKIOAnEE de® nit,D QW XS KHUH
WKH\TUH W URERI, Q@I Xde people. *RRG QXUVHV NQRZ ZKDW WKH
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doing. $QG WKH\I eV L W TV QRW D QNobddy S/&an3 FoHbe\sftRnge H
in here once a month. % XW WKH\ FRXOG EH LQ ZRUVH SODFHV’
(Don_9.9)

3, KDG QR SURB®HB WKRXJKW , ZDV EHLQIWwa Pedltdl GRZQ R
what to do or being forced to do anything. So | think | was respected by them and
P\ GLJQLW\ ZzDVQ W DIIHFWHG RQH OLWWOH ELW , GRQTW W
LQYROYHG LQ ZKDWYV JRLQJ RQ UDWKHB QXKD Y KIHLND WWRD
ZKDW WKH\ GR~
(Winnie_2.6)
Clearly, the behaviour of healthcare staff, including clinical research staff is a significant
factor that can affect and influence the behaviour of other people, including that of patients
and potential clinical research participants. In the words of one of the participants of this
UHVHDUFK MJUHVSHFW JRHV ERWK ZD\VY] DQG RXJKW WR EH DFN
ILQGLQJV RI WKLY UHVHDUFK WKDW SDWLHQWVY SDVW H[SHULH«

practice situations have served to influence patients fwillingness to consider or take up

further healthcare services, including clinical research participation.

Honesty and Trustworthiness

Having expressed a desire for respect, participants also spoke of a desire for honesty and

trustworthiness in their dealings with clinical research staff. They spoke frankly of their
SUHIHUHQFH IRU pVWUDLJKW DQVZHUVY UDWKM UhdeKDQ WR pPHYV
hesitations by staff were QHIDWLYHO\ UHFHLYHG E\ SDWHRIVWAW N QDN |lL DR
information. Some participants were more appreciative of staff who appeared prepared to

FODULI\ SDWLHQWVY FRQFHUQV LQ DQ KRQHVW PDQQHU LQFOX(
the research may mean for participants, as discussed previously.

3« 33V ORQJ DV WKV OR BRQYHKWHW GRQTW NLQG RKI EHDW DE
VRPHERG\ FRPHV VWddiDita tcoupledokiwies + L1 , TP JRLQJ WR EH WRC
something, | wantto betoldit. , GRQITW ZDQW WR EH JRLQJ jBBRXQG WKH
ZDQW WR EH WROG VWUDLJKW DZD\«<RX FDQ DVN KLP DQ\W
straight answer. +H GRHVQTW P HWYWidR 6 What | like in people. |

GRQYW OLNH SHRSOH ZKR JR URXQG WKH KRXVHiY WR WHOO
me what it is, you know... What may happen? And anything that may happen, may

happen. You know, would | have time off work, or would | have hair loss? Would |

be ill? How would it affect my family life in the house? $QG LW ZDV DOO PD\EHV’
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(Don_9.6)

37 KH G R FWeddator who was the pest at the (hospital name), he was more like
a double glazing salesman. +H ZDV PDNIORMVLQJ RYHU WKLQJV ZKHQ K
%HFDXVH WKH QXUVH VDLG 32K D GRFWRU ZLOO FRPH DQG
\RXTUHKHQ \RXOWHVKH KRVSPXWOK@DWHLG 32K DOO ZH QHH
EORRG WHVW DQG BRQBWWVKBHHYHKIRNHSW I@elaNdéd tbeGGLQJ LQ«
MRIin. $QG DOO RI D VROGBHIDWKIMWW EH IRU D FRXSOH RI KRXI
it finished up the whole day ~

(Andrew_16.8)

3«$QG , WKLQN LI \RXIf ysuRmake pedple@lvadd-kthat, right from the
EHILQQLQJ ZKHWK Nau kndw, theyvnRgbt\hal¥ to take part in a drug
trial or something like that. $QG , WKLQN LI \RXJUH pXVAIINGRQHVW ZLW |
WKHP ZKDW LW LQYROYHV DQG WKDW« -XVW ithgihgloWKLQJ W
entail, like you say, travelling anywhere? Is there going to be, like, drug involved in
it, you know? Like drug medication and things like that. You NQRZ ZKDW LWV JRLQ
OLNH LQY RikeYrHy Body

(Maggie_13.7)

A feeling of trust was essential for potential clinical research participants to feel safe with

those providing care to them during the disclosure of study information. Concerns about

trust were recounted by a participant when he disclosed an experience whereby a member

of the clinical research team appeared to have manipulated and coerced him into signing

up for a research study against his will. The account said that study procedures were not

fully disclosed, and that research-specific procedures were completed under the guise of a

clinical intervention. This was despite an emphasis by the participant that he did not wish to

KDYH pWZR 05,V GXH WR LW EHLQid. [n¥hé ond,Ri@ pakicipggtt RSKRELF |F
recounted that he had been made to have an MRI for a clinical research study instead of

the proposed investigation for his clinical care. This account is captured below.

S5LJKW  QRZItoldtieldGetor £, V D L Ght, 1% wants to do one, and you

wanttodoone. , GRQTW ZDQW WK KODQIW WLZRH QRW D IDQ RI WKHP

EXW«GRQITW NGRRIJW NQRZZKDW LMWWWLQJ ROGHU P JHW
ELW FODXVWURSKRELF DV ZHiD.«&0, naVnd, Mo, il L WOHWD X VW U R SK
definitely an MRI for the heart. So, fine £l went up, had the MRI. Actually | was

WKHUH IURP RYFORFN LQ WKH PRUQLQJ , ZDV VWLOO WKH
because there was just lots of delays and what have you. $QG KH KDG WR ILQLVK X
When we got into the taxi to come home, he got an urgent call to go to the (hospital

A name), so we had to drop him off at the (hospital B name) first. So do a long way

round. $Q\ZD\ LW D Ol@dhdnRdveltd go to the (hospital A name) to have my

check-up with the coronary nurse. The coronary nurse checks me, gives me a list,

DQG WKHQ VDLXKXHHERKWRU IURP WKH KRVSLWDO % QDPH L
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‘HTUH RUJDQLVLQVDM@G 0351 R+ JRHQARD G WHel Z06QW PB1R °
VDLG 3<KIMG WKH 05, ODVW ZHHN DWoKWKNDKBVSILRVDOKEDPH
KRVSLWDO $ QDPH KKRH@IIWW @RV®EL,§ 3:HOO , ZDV WROG E\ V
WKDW WK®WHEDX¥H , GR QRW Z®KHWVWER 0%l Rad\aR KRN H
RQ \RXU VWRPDIF&® 32Q P\ VBMRPUBKG 3<RXTYH KDG DQ 05, R
stomach for the (study name) study. , VDLG 31R Qifke QiRit wasfor the
KHDUWR ™ GHILQLYWKHIO\GRRWW GR WWiheR| Mi&skdatield it
DSSHDUV WKLV ZzDV DQ DEGRPLQDO 05, UHQbdtdté WR WKH
KDYHQYW KDG RQH ,fP D OLWWOH ELW DQQR\HG ZLWK LW L
liesor ,fP EHLQJ PXFNHG DERXW KHUH ~

(Andrew_16.3)

Privacy

Participants expressed that a private setting was important to them when dealing with staff.
A private setting was said to minimise embarrassment when dealing with staff during
information sharing and dialogue, and ODFN RI SULYDF\ DSSHDUHG WR KLQGHU
to engage with staff more freely and confidently. Feelings of insecurity were associated with
SDWLHQWVYT HQFRXQWHUV LQ SXEOLF SOBButyclaizalLQJ FRQYHUV
environment was considered unsuitable since patients were not always able to hear or
engage in dialogues, especially those with altered abilities in communication and
SHUFHSWLRQ 3XEOLF SODFHV DQG ODFN RI SULYDF\ WKHUHIRUI
to concentrate on or engage in consent dialogues. Telephone interactions were also met
with extreme caution given that patients did not always hear what was being said over the
phone. Instead, talking face to face in a private and quite setting was favoured by all
participants as the most effective environment for sharing study information. There is an
obvious implication for research ethics reviewers and investigators alike in the development
and review of clinical research proposals, and throughout the research process.
8, GR OLNHYGQUhoWwD BAQTW OLNH VKRZDQD DERKWXVH ,TYH JRW
KHDULQJ DLGV DQG GLVWU D FHgriliteQMedt.Y IHsOurd & hibtitble, D Q G «
but | feel disabled, even though I'm not. And in public places people see two hearing
aids and they think, oh, look at him, he's deaf. He's this... I'm very conscious of that.
, VKRXOGQ W EH ~
(Jude_19.8)
3, WKLQN WW fT@lkirg, one-to-one, like this. ,V JRR G « <HWell) &psrt
IURP DQ\WWKLQJ HOVH \RXHO®OG OQORZ SIIHMHRW KHDULQJ
impairment. And | wear a hearingaid. 6R LQ D FURZG LWYV GRIQAXOWSWR
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UHDG« $QG WKHX\WHOBBXRQXW H Onust Beb so@dthing done
DERXW WKDW« , NHHS VD\LQJ 3,1P VRhtebhasto GLGQIW JHW Wt

concentrate,asweget ROGHU ~
(Mary_4.13)

Many other participants expressed satisfaction when informed consent was conducted in a

private environment. Sitting down on a one-to-one basis in a private setting appeared to

LPSURYH SDWLHQWVY H[SHUL H@ hfoivheld tos&nHdrddessbov H G XULQJ

participation in clinical research. Participants felt reassured when research staff made

efforts to protect their privacy and dignity by drawing bedside curtains during informed

consent consultations. It was noted however that drawing curtains on its own may not be

adequate in protecting a S D W L ptigary &8t dignity given that the person in the next bed

could also hear the details of the informed consent dialogue. This suggests that a private

room would be preferred by patients for a person-centred approach to the consent process.
8, WKRXJKW WKH\ ZHUH GRQH YHU\ ZHOO EHFDXVH LI WKH\
own, they used to pull the curtainsround. $QG LI WKH\fUH QTFbHbGKHG W KH\«

anything, they pull the curtains. 6 R \R X Z H U HIt WakWhade private for you. , 1P
QRW VD\LQJ Whe Her€oH [iWhe bed nextdoorcRXOGQIW KHDU ZKDW ZDV

RQ’
(Silas_5.12)
37KH\ PDGH LW FOHDU WKDW , ZRXOG H[SHBgavfrokhkahy VDPH S U
PHGLFDO SHUVRQ’
(Winnie_2.7)
3« LW ZDV L Q-siyiphirt ufithie bibdpital. And it was... There was only myself

and anotherlady. $QG \RX NQRZ LW ZDV SULYDWH"’
(lvanka_10.3)

Optimism & hope

2WKHU IDFWRUV LQIOXHQFLQJ D SDUWL FlirficBhl @2v¢grvth 2ud OLQJIQH V V
UHODWHG WR DQ LQGLYLGXDOYVY RXWORRN WR OLIH LQ RIWHQ G
that potential participants with a positive outlook were more likely to consider involvement in

a clinical research study than those with a less optimistic outlook. In particular, the

individuals who considered that some good may come out of their involvement in clinical
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research appeared more likely to accept study invitations and sign up for research. A
feeling of optimism was associated with strong desires to prolong life without appearing to
give up willingly on loved ones. Individuals with strong family networks and those with a
perceived quality of life were more likely to consider clinical research in the hope of
prolonging their life, provided it did not harm their existing quality of life. A participant
described wanting to see his young family grow up as his motivation for taking part in a
clinical trial, while another described a wish to continue his interesting life as his reason for
taking up all opportunities and chances. This finding implies that clinical research staff and
ethical reviewers must ensure that potential participants are duly supported to make an
informed decision that is not based on false information or false hope.

3, KDYH HQMRI\HKs KOLGHD ZRQGHUIXO OLIH ,f¥®IGKDI® DRWQW

ready for giving up yet. So, yeah, | feel healthy. | go to the gym regularly. And | keep

myself healthy. | eat healthily. | go out and about. , J R khike and | do all sorts of

things. 6R«, WU\ WR NHHS P\VHJIP (RKDNQRRZ « \HDG V, R

QHDUO\ \HDUV ROG VR«’
(Nicolas_14.4)

3)RU P\ JRRGDQ ,TYHI YRWRWADostd7-year old daughter who |

ZDQW W Rwdri td see her flourish. , GRQYIW ZDQW WR EH GHDG LQ D \H
GRQTW ZDQW BRI énjdpnyyHifeKIHike what | do. | love my job. My wife

VDLG D FRXSOH RI WLPHV 3 NoOta@GHaqZ§.\Not\d&rckahtel WW Y "ZK D W
ldo. % XWEHYH JRW, IDXMHLORW \RX NQRZ $QOFGCRW KDWH@GNLQG RI
motivation. ,fYH JRW WKH PRWLYDWLRQ DQ\ZD\ EHFDXVH ,MP DO
DERXWHQ WKH GDUNHVW FORXG WKHUHfV DO@@D\V VRPHWK
NQRZ P\ JODVV LV DO abeyh#fe@dtyl OQV |[WHDOZD\V EHHQ Ol

that. And | just wantto live. If[liYH XQWLO ,{P , 100 EH KDSS\~
(Don_9.12)

Compassionate care

Just as with the patients receiving clinical care, a compassionate approach to the informed

consent process was influentialin WKH SDUWLFLSDQWVY ZLOOLQJQHVYV WR VL
research studies. Some participants explained that they did not mind taking part in research

when staff treated them with dignity and in the manner that staff themselves would like to

EH WUHDWHG $QRWKHU SDWLHQW H[SODLQHG WKDW VWDII VKR

and not label the person by their medical condition. Treating patients as persons and with
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compassion was said to be of much value to patients, instead of treating patients in a
distant or isolated manner. For the participants, compassion meant an attitude that is
considerate, welcoming and kind-hearted, making patients to feel comfortable, being
pleasant and listening to patients. Some participants noted that being overly nice to patients
was not particularly appreciated as compassionate. Such an attitude was perceived as
being patronising, rather than complementary to dignity and the ethos of personhood. There
is an implication for workforce development and practice.

3, WKLQN WKH PDLQ WKLQJ LV WKH\ SUREDEOTh& RQYIW WUHD
treat you like a person and everybody else. % HFDXVH IRU D ORW RI \HDUV , G
anybody, really, bar my mam and dad and two other people. Because | found when
other people slippedtothem £, VDLG 32K E\ WKH Zdbd-VVXWRAG VXFK
then they either take a wide berth of you, almost like they can catchit. 2U WKH\fUH
MXVW VR RYHUO\ QLFH WR \RX SadRtKMinkNthedrGpoRanMhitg @ N 32 K« ”~
people just treat you like a normal person, rather than, you know, anything else, you
NQRZ , WV VWUDQJH KRZ PXFK \R3ed, o0 KndwMxXa/narmaHLQJ W
human being rather than, you know, anything else, really.

(Stephen_17.7)

S6KH OLV&KHQHAIBEY D Y H UShgdWwaR &good listener. She was doing well,

very well, at her job. She was very good. Very efficient. She was very pleasant,

everything. <RX NQRZ , IR XfQuad thelwhele procedure pleasant, you

NQRZ« 6KH H[SODLQHG HYHU\WKLQJ M&jDstmadp yowfeel QJ WR KI

atease. $Q G \R X U H DREziDVeryHdilVabout it all. And also the fact that it

would be helping, you know, in their study, you know. ) RU W Ikar¥ugther

investigations on these things, you know. ,\W JDYH PH D WkatRds\gbiagite

happen and what was going to be used, and did | mind the blood being taken and

did I mind having the different procedures. Which was the ECG, etc. Done, you

know. And | just said yes. She was very nice. 6KH ZDV D ORYHO\ JLUO”’
(Naomi_6.3/5)

ASSHDULQJ WR LIJQRUH SDWLHQWY RU VSHDNLQJ RYHU D SDWLH
distasteful and damaging. SUFK EHKDYLRXU ZDV WDNHQ DV D GLJ DW D SDW
served to deter potential research participants from engaging in clinical research and further

healthcare services.

3W LV LPSRYWOM®R® LI \RXTJUH LIJQRUHG DhReadd,3hdRSOH WDON
Then you lose your dignity. <RXTUWHRXJUH MXVW<BXJXMHEWRPHERG\ WKHU
<RX NQRZ LWfV OLNH ZKHQ WKH FRQVXOWDQWY FRPH DUR>
don't speaktoyou. 7KH\TUH VSHDNLQ JAWIRfid K&t irtitatig-d BuR

KDYLQJ VDLG WKDW \RX NQRZ ,YYH UHFHQWO\ EHHQ LQ KR
s0... So kind and lovely. (YHQ WKH FOHDQHUV’

(Mary_4.7)
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Summary of chapter

This chapter has reported on naturalistic inquiry of the views of the participants that took
part in this research. Guided by Lincoln and Guba (1985, pg. 336 +356), Tesch (1990, pg.
142 +145), Erlandson et al. (1993, pg.111 +122), Harding (2013) and Bernard, Wutich and
Ryan (2017), four themes emerged that provide insight into the perspectives of real-life
clinical research participants on the process of informed consent for participation in clinical
research. The four themes that emerged include: trusting relationships, researcher
attributes, study information and personhood. There were some incidental but nevertheless
significant findings. The next chapter will seek to make sense of the data by addressing the
objective of this research to determine the process factors influencing informed consent for
participation in clinical research, with a discussion about the implications of these findings

for future practice.
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Chapter 6

Discussion

Introduction

This chapter, underpinned by the principles of NI, will engage further in the co-construction
of new knowledge by means of interaction between the enquirer and the enquired. It will
examine the findings of this research in greater detail and consider the implications for
ethical research practice. In doing so, this chapter will pull together the overall findings in
relation to the specific research objectives and in comparison, with current knowledge and
practice. By comparing the views of research participants and all those involved in research
with existing knowledge, a triangulation is achieved, further corroborating the VW XG\ TV
findings and interpretations (Lincoln and Guba, 1985 pg. 307). The technique of
triangulation, whereby findings and interpretations are compared (but not necessarily
verified) using multiple and different sources is a valuable method of quality assurance for

naturalistic research (Lincoln and Guba, 1985 pg. 305). Through corroboration with existing

knowledge, WKH LQIOXHQFH RI pWUXVWLQJ UHODWLRQVKLSVY RQ XV

research is examined, aswelO DV SDUWLFLSDQWVY YLHZVY RQ UHVHDUFK VWV

informed consent for clinical research. The meaning of professionalism in the eyes of

service users and its influence on recruitment and retention of clinical research participants

is explored. MRUH VSHFLILFDOO\ WKH S Dbty c&®apdrdhipaldibd FHSWLRQ

and its influence on the process of informed consent is considered. Information needs of

WKH UHVHDUFK SDUWLFLSDQWY LV GHEDWHG QRWLQJ WKH OLQ

MLIRUPDWLBQUXWMHILSDQWVY PRWLYDWLR QadidniCavi&sedtdd WLRQV IR

is also considered, highlighting a new construct of altruism among patients taking part in
clinical trials. The chapter will go on to explore barriers to participation and the implications

for ethics review and research practice.
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For coherence, these concepts will be discussed under the umbrella of the relevant themes
identified in the findings chapter. Effort will be made to minimise repetition where there are
overlaps in focus. The chapter starts with a discussion about the co-construction approach
and the meaning-making process that guided this research.

Engaging in the co-construction of knowledge

Guba (1990) acknowledged how the generation of knowledge is a consequence of human
construction and is therefore open to subjective judgement on the part of the inquirer.
Within constructivist enquiry, knowledge centres on the relationship between the knower
and the known and is supported by the interaction between the researcher and the
phenomenon being studied. Meaning making is achieved through the researche 4 gfforts to
understand the context of human experiences, their meaning, and the impact of such
H[SHULHQFHV RQ SDUWLFLSDQWVY SHUFHSWLRQV RI WKH SKHQF
this research, construction of new knowledge involved a subjective process whereby the
researcher made decisions at the design, data collection, data analysis and interpretation
stages. Unlike the positivist paradigm of inquiry, the constructivist accepts that there will be
a degree of subjectivity in the interpretations made. Consequently, this research makes no
claim to objectivity. This is because the researcher is a former clinical research nurse with
an insider knowledge of the phenomenon being studied, and therefore cannot claim to lack
knowledge of the context of care. Instead, the researcher used shared understanding and
common language to identify and assess the meaning and impact of the expressions
shared by the patrticipants, reflecting the ethos of co-construction. Further, the process of
construction and interpretation was enabled by the way the researcher used her knowledge
of the phenomenon to probe and to ask follow-up questions, pursuing extended
explanations when necessary. As a human instrument, the researcher rigorously engaged
with data in a flexible and adaptable manner to identify, synthesise, understand, and
evaluate the impact and meanings of the multiple realities as expressed by the participants
(Guba, 1978). In doing so, the researcher made a genuine effort to bracket their own ideas,
ensuring that the ideas presented was reflective of the views of the participants only. This
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was enabled through expert judgement and careful choice of words at all stages of the
enquiry. 1IRQHWKHOHVV W K HorlkiowledDd o tke-ndtfjrel cottext of the
phenomenon guided and shaped the conclusions and interpretations reached,

consequently co-constructing knowledge.

The concept of co-constructing knowledge within the NI paradigm requires the researcher
to negotiate permission from participants to synthesise and present their realities. The
researcher drew from contextual clues in the field and verbatim expressions by the
participants to make judgements on the multiple realities that influenced decision making.
This required mutual simultaneous shaping during data collection, which enabled an
authentic and consensual representation of human experiences and the influences of such
experiences on meaning making. In taking this approach, it is recommended that the
researcher engages with the participants after the constructions, to cross-check their
interpretations (Lincoln and Guba, 1985; Guba, 1978). However, in this research, member
checking was not possible due to the additional burden this would place on patients, some
of whom were battling life-changing diagnoses. Instead, the researcher achieved cross-
checking by engaging with the supervisory team to review and verify the constructions
derived in comparison to verbatim transcriptions and the themes that emerged. The
interpretatons ZHUH FRPSDUHG ZLWK H[LVWLQJ NQRZOHGJH WR IXUWK

findings and interpretations (Lincoln and Guba, 1985).

Specific research questions

1.  What are the views and opinions of research participants on the process of informed

consent for clinical research participation?

2. How do research participants describe their involvement in the process of informed

consent for clinical research participation?
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3. How have research participants constructed reality and meaning from their

involvement in the informed consent process for clinical research participation?

4. :KDW DUH WKH pLQIRUPDWLRQY DQG pFDUHY QHHGV RI SURV:

during the process of informed consent for clinical research participation?

5. How does the experience of the approach and process of informed consent influence

SURVSHFWLYH UHVHDUFK SDUWLFLSDQWVYT ZLOOLQJQHVV WHF

Themes from synthesis of data revisited

The following themes emerged as influencing S D U W L FdoiSsBEnQdAcisins:

A.  Trusting relationships

B. Researcher attributes

C.  Study information

D. Personhood

Key findings for discussion

Following corroboration with existing literature, the following key findings are discussed with

implications for future clinical research practice.

1.  Trusting relationships and their influence on decision making for research: the
dichotomy between autonomy, paternalism, voluntariness and choice

2. Participants fviews on research staff: perspectives on professionalism and their
influence on the process of informed consent

3. Information need and information use: correlations and the dilemma for research

ethics
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4, Personhood and decision making: motivations, limitations and barriers for research

participation

Theme One: Trusting relationships and their influences on decision making for
research

Mostof thLV V Wpadifiants did not appear to engage well with the written study

information provided to them. Instead, most appeared to make their decisions based on

several other factors. One such factor is an assumption that a proposed clinical research

study PXVW EH WKH pULJKW WKLQJ WR, Gliefe tRdstviykhds bded KW SDWK |
introduced to them by a trusted clinician. Being introduced to a study by a trusted physician

was considered by the patient to be a gecommendation, suggestion or counsel fWith such

a view, participants appeared to readily accepta FOLQLFLDQTV UHmMRBPHQGDWLRQ
grounds of trust in the clinician-patient relationship, and the belief that a physician knows

what is best for their patient (Kelley, James and Kraft, 2015). In almost all cases, it was

found that studies had initially been introduced to the participants by either their family

doctor or a clinical specialist involved in a therapeutic relationship with the patient. This

meant that the participants had accepted to go with the flow $f what they perceived as a
recommendation or counsel from a trusted clinician. This was especially true for

participants who saw research as the only option or the only part to treatment.

Consequently, participants readily accepted study invitations, with a forgone decision to

sign up for the study.

The findings suggest that inviting patients to take part in clinical research at a time of illness

served to influence their decisions to sign up for clinical research, especially when the

invitation came from a trusted clinician. The overall indication was that the timing of study

invitations, i.e. at a time of vulnerability, and being invited by a trusted clinician, contributes

significantly to speedingup SDUWLFLSDQWVY GHFLVLRQU¥®vaviirethey XS IRU U
had been given detailed study information. It appears therefore WKDW SDUWLFLSDQWVY G
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were predetermined in most cases, RZLQJ WR WKH VWXG\ EHLQJ PLOQWURGXFH!

clinician.

These findings are consistent with Symonds et al (2012), who reported that patients have a
considerable amount of trust in their General Practitioners (GPs), and that a greater
partnership role between hospitals and GPs tends to increase recruitment to clinical
research. They highlighted the significance of a personal invitation from a trusted figure and
suggested that this influence needed to be explored further. The findings of this study
therefore strengthen existing knowledge, but also add new knowledge by identifying the
dichotomy between trust in clinicians, in their role as patient advocates, and the primacy of
meaningful informed consent for participation in clinical research. The giving of personal
invitations by trusted clinicians is an effective method of recruitment but should be viewed
with with caution, as it appears to interfere with prospective S D U W L F L 4@ Makifig G H
and the manner in which they consent to clinical research. The influence of gtudy invitation
by a trusted clinician fRQ SDUWLFLSDQWVY HQJDJHPHQW LQha¥ Kot LQIRUPH

previously received much attention in the existing literature.

This study contributes to the assertions by Agre, Frances and Campbell et al (2003), who
suggested that the Research Ethics Committees needed to invest more effort in learning
and understanding the factors that influence prospective FOLQLFDO UHVHDUFK SDUWLF
decisions, rather than using only a narrow perspective on written study information. They
identified that many individuals decide to take part in clinical research before the consent
process occurred and suggested that future research should explore when and how
individuals make decisions about enrolling in research. The present study further supports
this knowledge but also provides fresh insights into how the individuals made decisions to
sign up for research. These findings hold implications about the notion of human dignity,
choice and individual rights to self-determination. There are also implications for the
concepts of paternalism and the clinician-patient relationships in healthcare versus

research participation.
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The notion of human dignity, choice and rights to self determination

As discussed earlier, the concept of informed consent is underpinned by the recognition

and respect for the concept of the person andthe SURPRWLRQ RI SDWLHQWVY ULJKV
determination (Leino-Kilpi, Valimaki and Arndt et al, 2000). The concept of informed

consent sets the minimum standard to give value to the rights, views and preferences of a

patient as an autonomous individual. As a rule, medical treatment of any nature should not

proceed without informed consent from the person (The United Nations, 2015; Council of

Europe, 1997; WHO, 1978). The notion of human dignity acknowledges that a competent

individual is in the best position to judge what is in her own interest or what is done to their

own bodies (Goldberg and Meier, 2011).

In healthcare, the extent to which patients can exercise their rights to self-determination
varies from person to person and from clinician to clinician. This context influences the
extent to which the patient can, or is supported to, exercise their right to self-determination

(Lindberg, Johansson and Brostrom, 2018).

In both clinical care and clinical research, to give consent, a prospective research

participant is required to exercise their autonomous right to self-determination, to decide on

whether or not to participate in research after KDYLQJ EHHQ SURYLGHG ZLWK ERWK
MVWDQGDU G T Mdptgeriekyly Wahd&k3hire Health Board, 2015; Bolam v Friern

Hospital Management Committee, 1957). The patient or research participant relies on the

trustworthiness of the clinician or researcher to provide both standard and relevant

information to enable the patient to make an informed decision. Importantly, the clinician or

researcher is obligated to ensure that the patient has the capacity for autonomous choice

and to foster understanding and voluntariness (Coulter, 2002, Mental Capacity Act, 2005).

For the patient, the realisation of informed consent in the sense described above can be
marred by other influences, which may serve to undermine independent reasoning and

autonomous choice (Pilgrim, Tomasimi and Vassilev, 2011). A notable factor that
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LQIOXHQFHG SDUW L inlttgsDa3adreiwas Himited réadnent options and the
desperate hope for a cure, which caused most patients to put their trust in the hands of the
experts *the clinicians. To the experts, it is known that clinical research defers from
standard care in the sense that study procedures may only offer a chance of potentially
improving health, if at all, as research procedures are by definition unproven, unlike
standard treatment (Ellis, 2014). But evidence suggests that most patients fail to
understand that research treatment is not standard treatment and could also involve
additional risks (Barrett, 2005). Yet, limited treatment options appeared to persuade
patients to take part in clinical research studies in the hope for treatment or cure (Hammer,
2016; Durand-Zaleski et al, 2008). This research agreed with previous evidence that in
times of iliness, the hope for treatment appeared to overwhelm patients, causing them to
accept whatever chance they saw and hoping that the expert clinicians will fix their health
problem (Probyn et al, 2017). In line with the opinions of Bayer and Fish (2003), other
factors that encourage participants to sign up for research include situations when attitudes
of clinical staff towards research are positive, altruistic motives and benefits to family
members (discussed later). For these reasons, patients are vulnerable, having the tendency
to sign up for studies and taking a passive role in decision making, without adequately
assessing the risks of taking part, owing to trust in the clinician-patient relationship. A clear
contradiction to the notion of self-determination and autonomous decision making is

apparent.

The clinician-patient relationship

In clinical care, the clinician-patient relationship is generally underpinned by a paternalistic
PRGHO WKDW KDV I+W § SRUIUID @AdKQ@pmMiEaRd Vgontzas, 2018;
Sanchez-Salvatierra and Taype-Rondan, 2018; Mallardi, 2005; Gillian, 1985; Komrad,
1983). The Hippocratic Oath requires physicians to act always only in the best interest of

their patients and to keep away from all ill-doing. More contemporary ethical codes reaffirm
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the pivotal place of the clinician-patient relationship and a commitment to patient-oriented

healthcare practice (GMC, 2013). Thereisthe FRQWLQXLQJ GXW\ WR pSUHVHUYHY
wellbeing of patients through ethical use of medical knowledge and powers (American

Medical Association, 2019; Starmer et al, 2015). Hence, most patients trust healthcare
professionals to decide and act in their EHVW LQWHUHVW RZLQJ WR WKH EHOLHI
E H \(Rarfirad, 1983). When this happens, the outcome is medical paternalism, a latent

manifest of trust in the clinician-patient relationship (Coulter, 2002; Komrad, 1983).

Paternalism in healthcare

Paternalism LV UHJDUGHG DV DQ DFW WR SURWHFW DQRW&HUTV JRR
consent (Drolet and White, 2012; Dworkin, 1972). Taking a more therapeutic stance,

Komrad (1983) emphasise that a paternalistic relationship is not necessarily a coercive
UHODWLRQVKLS EXW D PRUDOO\ MXVWLILHG HQFRXQWHU ZKHUH
DQG HYHQ XUJH LQ ERWK VXEWOH DQG RXWULJKW ZD\V T WKHL
healthcare decisions. Hence, some have described paternalism as when clinicians interfere

with the autonomy of patients for the clinical benefit of the patient (McCullough, Coverdale

and Chervenak, 2020, McCullough, 2010). There is perhaps some moral justification in

clinical care therefore that paternalism is inherent in the concern, care and self-sacrifice of

some clinicians in response to situations where autonomy may be diminished or wanting in

the clinician-patient relationship (Jansen and Wall, 2018). Such situations may include a

time of impaired capacity or diminished autonomy due to iliness. McKinstry (1992) argues

that patients often need to be guided firmly through the decision-making process, as they

may not always know what is best for them. However, some critics have argued whether

clinicians can be justified in making decisions about a patient § treatment if the patient does

not have all relevant information concerning the treatment offered (Coulter, 2002). Under

the notion of human dignity, every autonomous individual is to be considered of equal

value, with the clinician having a professional obligation to promote and preserve the

decision-making power of autonomous individuals. Ultimately, the intent to promote the
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good of the patient in the context of clinical care appears to provide a strong argument in

defence of medical paternalism (Komrad, 1983).

The researcher-participant relationship

Differing from clinical care, the obligation in clinical research to preserve and promote the
decision-making power of a prospective clinical research participant is paramount. In the
clinician-patient relationship, trust, GHILQHG DV yWKH RSWLPLVWLF DFFHSWDAQ
situation, following careful assessment, in which the truster believes that the trustee has his
EHVW LQWHUHYVW,\s pevalm (BBIRRDOQMY, 2009 pg. 50). However, in clinical
research, there is an unwavering obligation on the investigator to preserve the autonomous
rights and dignity of the human research participant (WMA, 2013). The emphasis on
autonomous decision, regardless of the perceived benefit to individual or public health, is
due to the potential threat to human health that could occur in the course of a clinical
research study (Gobat et al, 2018). So unlike in clinical care, in clinical research the
pendulum swings in the direction of an informative model of researcher-participant
relationship, rather than a paternalistic model of clinician-patient relationship (Braude and

Kimmelman, 2012).

Yet, clinical research participants appear to depend on the superior knowledge of
healthcare professionals inherent in a paternalistic type of relationship instead of the
informative model that is advocated for research participation (Jansen, 2018). For those
that took part in this research, there appears a reasonable expectation that clinicians know
best, even though the research context is different (Lawton, Hallowell and Snowden et al,
2017). A power-imbalance was observed. Clinical research participants appeared to sign up
for research due to their trust in the clinician-patient relationship instead of a fully
deliberated and thought-out decision-making process. In particular, the vulnerability of the
participants was compounded by the involvement of a trusted clinician in varying

parameters along the spectrum of trust and dependence, rather than a deliberated and

207



informed decision. This was especially the case when invitations for clinical research
studies were introduced to prospective participants by a trusted clinician. The involvement
of a trusted clinician in the early stages of the informed consent process for research is

concerning and has not been properly examined in the available literature.

Paternalism and ethical research conflicts

The findings of this research suggest that the involvement of a trusted clinician at the early
stages of the informed consent process appeared to hinder freedom of decision, instead of
aiding it. It is argued that the involvement of a trusted clinician adds an undue influence
whereby the offer to treat and hope for cure may cause a distortion of judgement,
potentially resulting in an unreasonable choice (Largent, 2017). Understandably, it is not
unreasonable for a clinician to feel overwhelmed by the pressure to treat and give care
(Brazier and Lobjoit, 1991). However, the desire to treat and be cured might not always be
in the best interest of the patient (Ubel, Scherr and Faggerlin, 2018; Brazier and Lobjoit,
1991). Also, participants who decide early without fully understanding the implications of
taking part have been found to feel regret about their decision to participate in research
(Stryker et al, 2006). So ZKLOH SDWHUQDOLVP FDUHV IRU DQ LQGLYLGXDC
autonomy in clinical care (Komrad, 1983), the ethics of managing affective and emotional
relationships for therapeutic expectations can be corrosive in the context of clinical

research.

Undue influence and the dilemma of limited treatment options

Much is written about undue influence resulting from financial interests (Paton, 2018;
Lacbucci, 2018; Largent, 2017; Rendell and Geddes, 2007), but less is written about cases
of undue influence resulting from the incentivisation of research participation with the hope
for a cure. Largent (2017) describes undue influence as when an offer to provide an
excessive reward causes a distortion of judgement that may result in an unreasonable

choice. Hammer (2016) recognised that when clinical research involves treatment options,
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the prospec WLYH SDUWLFLS D (he/dyafsiatbiwedhy Re@r, €spdacially when
standard treatment cannot guarantee a cure. In such circumstances, the prospect or
promise of alternative treatment can be titillating and appears to interfere with the decision-
making process. Concerns of this nature with regards to the process of informed consent
for research is yet to receive appropriate attention in clinical research practice, despite the
recognition that it warrants further examination (Hammer, 2016). The findings of this
research add to that discussion, indicating that more needs to be done with regard to the

guidelines and mechanisms for the recruitment of patients at a time of extreme vulnerability.

Prospective clinical research participants could benefit from independent support at times of

vulnerability, enabling them the opportunity to evaluate study information and to determine

for themselves what taking part may mean for him or her before making a decision. Such

an approach may encourage an informed choice, made without needing to rely on the

recommendations of their clinician owing to a trusting relationship and the hope for a cure.

It may also be that a clinician lacks appropriate insight about circumstances of a personal

nature to patients PHDQLQJ WKDW D FOLQLF Lé&vénith thellteRPPHQGDWLRQV
intentions may preclude a p D W L Hi@d@hfself/choice. It may also be that a trusting

relationship between a patient and a clinician could yield to unnecessary discomfort for

clinicians (Brown et al, 2004), who ideally should not needtobeso LQYROYHG LQ SDWLHQV
decisions at such a fragile point in in the informed consent process. This is especially the

case, given that a clinician § involvement was shown to disrupt the flow of information

sharing and disclosure.

Moreover, the process of informed consent ethically necessitates the full disclosure of
information, including alternative options, before a patient should make their decision
(Benjamin and Curtis, 2010; Maclean, 2009; Mayberry and Mayberry, 2003). Alternative
options could favour standard treatment, or in some cases no treatment at all, supported by
a full explanation of what each option may mean for prospective research participants (Pick

et al, 2013; GMC, 2010). Given that clinically-based staff may not know the depth of
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information involved in a study, it follows that a trusted clinician may be unable to address
fulya SURVSHFWLYH &bcerkg,LWhiclsiB apa\nhiajor tenet of the informed consent
process (Dougherty and Geller, 1996). Yet, this research has shown that some patients
make up their mind based on the information shared by their clinician, which might indeed
be limited in scope, impeding an informed decision (Ubel, Scherr and Fagerlin, 2018).
Failing to communicate decision-relevant informatonovHUORRNY D SDWLHQWVY DXWR
PD\ XQGHUPLQH D SDWLH Q Wwtfielr $oR& Eikiciin® @ay iib@ivested
interests, such as the desire to support recruitment into scientific research or other forms of
third-party interests (GMC, 2018; Pick et al, 2013; Flory and Emmanuel, 2004). For these
potential impediments, the process of informed consent for research needs to be re-
examined, to decrease the impacts that trusting relationships could be having on vulnerable

S D W LeQsinsy

In some codes of research ethics, it is thought that prospective clinical research participants
are better suited to receiving support from a trusted professional such as a family physician
or a clinical specialist who may have overall responsibility for the patient (Pick et al, 2013).
However, in this research it appears that patients fmotivations and readiness are
compounded by the trust they have in their clinicians. First, patients fxpectations and
motivations may not be fully explored during clinician-patient interactions, owing to time
limitations and in some cases, distortion between the voice of experts and the real world of
the patients (Doody and Nooman, 2013; Barry, Stevenson, Britten et al, 2004). Barry,
Stevenson and Britten et al (2004) advised that the distorted patterns of the voice of experts
are often incompatible with the more natural, undistorted communication patterns of the
voice in the lifeworld. In otherwords D FOLQLFLDQYV SHUVS HFADLW HHBMN&LITH
desire, which ought to be examined to establish what patients are hoping for by taking part
in research and to ensure they understand the boundaries of what participation can offer
them. Without such depth of deliberation, and enough time to deliberate, prospective

research participants may remain vulnerable, lacking the ability to reach an autonomous
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decision. Failing that, expert communicatonsmay VKDSH WKH GLUHFWLRQ RI SDWLF
inamannHU WKDW PD\ EH XQFHQVRUHG DQG ZKLIRefalilNest QIOXHQFHC

and trust in the clinician-patient relationship (Doody and Nooman, 2013).

Second, this research found that participants were willing to ignon WKH GRWWHG OLQHY V
WKH\ FRXOG pJHaVIng&reddy Widdelug/their minds before the sharing of detailed
study information. This was noteworthy, as it highlights the complexity and blurred
boundaries between the recruitment phase and an apparent enrolment phase in the clinical
research process. This has implications for delegation of duties in the consent process.
Dougherty and Geller (1996) described the recruitment phase of the research process as
the phase whereby potential clinical research participants, i.e. those considered to be
eligible to participate in a given study following screening exercise, are invited and offered
the opportunity to participate in a particular research study. They explained that the
recruitment process should normally involve a discussion of the risks and benefits of
participation, including detailed description of study procedures and any potential impact on
WKH LQGLY HsiXghatd\lialfy-bOite. Such discussions should not only consider the
medical consequences of participation but the mental, emotional and social burden of
participation as applicable to everyone (Leino *Kilpi et al, 2000), and should be guided by
the research protocol (Dougherty and Geller, 1996). Only after an honest and thorough
recruitment discussion with prospective research participants, including the option of no
involvement, should patients be encouraged to decide on participation, and their decision
implemented, marking start of enrolment (Dougherty and Geller, 1996). Hence the
recruitment and enrolment phases of the clinical research process are parts of the decision-
making process for clinical research; that being the informed consent process (WMA,
2013). A clinician who is not part of the research process but engages with prospective
research participants in the informed consent procedure without appropriate delegation
could be restricting the S D W L &bilitymMdMeaningfully engage in study information when it

is subsequently presented.
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It is for such reasons that the Declaration of Helsinki ethical standards specifies that: 3, Q
medical research involving human subjects capable of giving informed consent, each
potential subject must be adequately informed of the aims, methods, sources of funding,
any possible conflicts of interest, institutional affiliations of the researcher, the anticipated
benefits and potential risks of the study and the discomfort it may entail, post-study
provisions and any other relevant aspects of the study. The potential subject must be
informed of the right to refuse to participate in the study or to withdraw consent to
participate at any time without reprisal. Special attention should be given to the specific
information needs of individual potential subjects as well as to the methods used to deliver

WKH LQIRUPDWLRQ"™ +HOVLQNG WRCMNEBDWLRQVY 3ULQFLSOH

Hence, professionals involved at any stage of the informed consent process must be
knowledgeable enough about the study protocol to be able to inform and discuss study
requirements adequately with prospective research participants. Otherwise, they risk
tainting the values of the informed consent process for clinical research, as they may not
discuss the study protocol in depth. Such dialogue by trusted clinicians outside of the
research team may only present part of the whole truth yet appears to impact heavily on the
decision-making process by prospective clinical research participants. While clinician
support may be valuable to a prospective research participant, the untimely or premature
involvement of trusted relationships appeared to impede informed decision making.
Therefore, this research suggests that the involvement of trusted relationships should only
occur after extensive information sharing by appropriate members of the research team
within the delegation log of a study protocol. This stance has implications for NHS RECs
and clinical researchers in the design and review of study protocols, and in the central
debate about how best to improve understanding and recall of study information for clinical
research participation. This insight may enhance freedom of action in decision-making by

prospective clinical research participants.
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Further, there is limited evidence in existing literature on how research ethics principles are
applied or policed in real-life (Waligora, 2012; Tschudin, 2001). The findings of this
research suggest that some prospective research participants may lack the confidence to
chaOOHQJH D FOLQLFLDQVT RSLong ©Q tiebelidHiaRfeRMQ&D WL R Q
knows best, and that the clinician has their best interests at heart. Most patients, being
respectful and trusting of the F O L Q Lsupddi® khHhwledge (Calman et al, 2004), appeared
to respond in kindness, and readily accepted study invitations more than they may have
done had these been introduced by more neutral personnel. This insight is reflected in
Symonds and F R O O H Btad/Hwiih reported that the research participants were biased
by the hierarchical status of clinicians (Symonds, Lord, Mitchell and Raghavan, 2012). The
study found that the participants were more likely to sign up for research when invited by a
senior male doctor who was part of the treatment team, owing to a symbiotic relationship
based on patient/physician trust (Symonds, Lord, Mitchell and Raghavan, 2012). In
comparison, attempts to recruit patients by persons of perceived lesser hierarchical status,
such as senior nurses and radiographers, were less successful (Symonds, Lord, Mitchell
and Raghavan, 2012). That is a dilemma, which may bring the integrity and validity of the
consent decision for research into question, especially as the current study suggests that
such decisions are made without due consideration of detailed study information that
should normally follow on from study invitations. This highlights the challenges from
dependent relationships, whereby prospective research participants are particularly
influenced by the imbalance of power in knowledge in their dealings with clinicians. A
perceived lack of knowledge on the part of patients is known to play a role in the absolute
reliance on expert knowledge of clinicians (Calman, et al, 2004). Such professional
dynamics between vulnerable groups of individuals presents a barrier to informed
autonomous decision by participants. This is common knowledge in healthcare literature;
that people who are perceived, or who perceive themselves, as dependent upon the

services of others may have trouble asserting their rights (Ipsos-Mori, 2016; BMC, 1995).
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Ultimately, the findings of this research suggest that participants were less inclined to
engage with study information once they had already made up their minds following an
encounter with a trusted clinician. This may explain why prospective research participants
are known to readily sign the consent form without reading hetween the lines {Knapp et al,

2011), and are hence unable to remember study-related information (Ponder et al, 2008).

Importantly, it appeared that the process of informed consent for research started at the
point of study introduction by a trusted member of the healthcare team, even when they
were not part of the research team. This insight is novel and differs from the views of Gupta
(2013), who stipulates that the formal process of informed consent starts from the point of
an interactive session with the investigator, who reviews the entire study information with
the potential participant before obtaining signatures. In contrast, this research has shown
that some participants made up their minds even before such formal knowledge was made
available. This is significant, as current standards stipulate that the process of informed
consent ought to be delegated to staff who are trained and knowledgeable enough about
the study to discuss it (EMA, 2017; WMA, 2013). There may be a case therefore, to
suggest that the invitations or introduction of studies need to be undertaken by a member of
the research team who is knowledgeable enough to discuss the study protocol at the first
asking and answer any potential questions that participants may have. Such encounters
need to be considered at the early stages of the informed consent process, i.e. at the point
of study introductions/invitations. This research suggests that it should not be left as a
follow-on exercise after prospective research participants may have already made up their
minds. Interventions after the study has already been discussed by a trusted clinician may

prove too little too late.

Third, it is acknowledged that clinicians are often faced with ethical dilemmas when
recommending or deliberating on decisions about taking part in research with their patients
(Tinkler et al, 2017; Brown et al, 2004). Relating to paternalism in medicine (Hanna, 2018;

Komrad, 1983), and increasingly in nursing (Tinkler et al, 2017; RCN Research Society,
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