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A tale of two studies: research governance issues arising from two ethnographic

investigations into the organisation of health and social care

Abstract

In a number of countries throughout the world attention is being paid to the ways in
which health and social care research is undertaken and regulated. In the United
Kingdom, new research governance frameworks are intended to promote improvement in
research quality. This paper draws on our experiences of seeking research ethics
committee approval for two investigations with the same research design, in order to
address four governance issues: consistency within and between ethics committees; the
assessment of vulnerable individuals regarding their suitability to participate in studies;
the relationship between ethics and access; and ethics committee understanding of

qualitative research.
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Introduction

Throughout the developed world increasing attention is being paid to the ways in which
health and social care research is undertaken and regulated. In the United States, the
Commission on Research Integrity was established in 1993 to tackle misconduct in
biomedical and behavioural science (Commission on Research Integrity, 1995).
Comparable measures have been taken in Europe. For example, the Danish Committee on
Scientific Dishonesty published guidelines intended to promote high standards in the
conduct of studies (Danish Committee on Scientific Dishonesty, 1998). The United
Kingdom (UK) has recently witnessed the production of a number of new governance
frameworks outlining the key responsibilities of all stakeholders involved in health and
social care research (Department of Health, 2001a; Scottish Executive Health
Department, 2001; Wales Office of Research and Development for Health and Social
Care, 2001). Anecdotal evidence indicates that, in the UK certainly, attempts to
strengthen the governance of health and social care research have been met with a mixed
response. Some have expressed concern that the new governance arrangements will place
unreasonable demands on researchers and that their over-enthusiastic application will
result in unnecessary bureaucratic complexity that will compound existing demands on
the research community. Others have countered that past experience indicates a clear
need for robust regulatory frameworks in order to ensure that research subjects are

protected and that health and social care research is of a high quality (Pirohamed, 2002).

In this paper we draw on our experiences of applying for research ethics committee

(REC) approval for two studies with the same research design in order to explore a



number of key research governance issues of significance to researchers, RECs and to
organisations providing health and social care. These issues are: REC consistency; access
to research participants and the assessment of vulnerable individuals regarding their
fitness to participate in studies; the relationship between ethics and access to study sites;

and research ethics committee understanding of qualitative methods.

Research governance

The UK research governance frameworks were developed against the background of a
number of high profile cases of unacceptable research practice in the health and social
care field. These include the case of the obstetrician Malcolm Pearce, who published a
research report in the British Journal of Obstetrics and Gynaecology in which he falsely
claimed to have carried out a novel surgical procedure and to have completed a
randomised controlled trial (Dyer, 1995). More recently, the Royal Liverpool Children’s
Inquiry team uncovered evidence of the systematic removal of internal organs from the
bodies of children, obtained without parental consent, ostensibly for the purposes of

research into sudden infant death (Redfern et al., 2001).

The UK’s research governance frameworks are comparable to other approaches to quality
improvement and regulation in the health and social care field, such as the framework for
clinical governance (Department of Health, 1998), in that they aim to raise the general
standard of practice to the level of the ‘leading edge’. The new frameworks are
particularly intended to tackle the problem of lack of clarity regarding responsibility and

accountability in the conduct of research. Key responsibilities are outlined for the range



of stakeholders involved in health and social care research: health and social services
providers; universities; research sponsors; ethical scrutiny committees; individual
researchers; and users of services who participate in particular research projects

(Department of Health, 2001a).

The Department of Health framework also re-asserts that the primary consideration in
studies should be the dignity, rights, safety and well-being of research participants, and
that National Health Service (NHS) research ethics committees have a key role to play in
this area. A separate document issued by the Department of Health specifically addresses
the role, responsibilities and working practices of RECs (Department of Health, 2001b).
This document addresses the work of RECs in the light of international directives relating
to health and social care research, and in the context of the new over-arching framework
for research governance. The new governance arrangements for RECs confirm their
status as independent bodies within the NHS, which exist to provide advice on the ethical
dimensions of research projects that plan to involve users of health services, carers of

health service patients, or NHS staff.

RECs operate within health authority boundaries, and within England and Wales have
been subject to previous sets of guidance (Department of Health, 1991; 1997) which the
new arrangements now supersede. Typically, the work of RECs has addressed a wide
range of issues, including: the scientific basis of studies; the potential of studies to
damage the health of participants; the likelihood and degree of distress and discomfort to

participants; and the proposed procedures for obtaining and recording informed consent.



In addition, it is usual for RECs to pay particular attention to research studies which aim
to include vulnerable patients, including: children; women who may be pregnant;

prisoners; and people with mental ilinesses or learning disabilities (Tierney, 1995).

However, RECs have been criticised on a number of grounds, including: their medical
dominance and lack of understanding of qualitative research studies (Dolan, 1999;
Gelling, 1999; Stevenson and Beech, 1998); the lack of standardisation between
committees in the ways in which they process applications (Redshaw et al., 1996); and
the inconsistencies in outcome which can be encountered when identical or similar
research proposals are scrutinised by different RECs (Nicholl, 2000). These issues
present themselves as significant problems for health and social care researchers, and in
this paper we describe our experiences of dealing with difficulties of this kind. Our aim is
to draw conclusions for research governance and make recommendations for researchers,

for ethics committees and for organisations which host research.

The studies

There is now widespread agreement within the nursing professions that in order to build a
research base there is a need to move away from research centred on individuals in favour
of a team approach focused on broad themes and/or programmes of work with strong
research leadership (Department of Health, 1993; Emden, 1998; Higher Education
Funding Council for England, 2001; Task Group 3, 2001; Norbeck, 1998; Wood, 1990).
At the School of Nursing and Midwifery Studies at the University of Wales College of

Medicine, UK, one such programme of research centres on the organisation and delivery



of health and social care. The two studies which we draw on in this paper are part of this
programme. The studies shared the same research design, and both aimed to explore how
roles and responsibilities were managed in the provision of health and social care in order

to identify those factors that helped and hindered integrated service provision.

Both studies employed a multiple case study, cross-site comparative design. Data were
generated using established ethnographic methods. Study 1 focused on adults undergoing
stroke rehabilitation, who, in the opinion of service providers, had complex continuing
care needs. The study was undertaken in two Welsh health authorities. Four ethnographic
case studies were carried out in each site centred on the client and their surrounding web
of care. Each case was followed for six months as the patient progressed from the acute
sector to home. Snowball sampling was used to identify the key players and processes
involved in the planning and provision of services in each case. Interviews were carried
out with clients and their significant others, and with service providers involved in their
care and with other key personnel. Critical events, such as case conferences and home
visits, were observed and in some instances tape-recorded. Case notes and additional
documentation were also consulted. These data were used to build up a comprehensive
picture of each case in which their care was mapped. Data handling was supported by the
computer-assisted qualitative data analysis software programme, Atlas.ti (Scientific

Software Development/Scolari, 1997).

Study 2 replicates the design of study 1 and focuses on service provision to people with

severe mental health problems. This work is on-going. Owing to resource constraints



only six cases have been studied for four to five months each. The delivery of care to
clients of two NHS trusts and two local authority social services departments is being
compared. The decision to replicate the design of study 1 in the second study was a
strategic one, and was linked to the development of research capacity. Replication studies
are valuable in that they permit findings to be compared and contrasted, and encourage
the development of methodological expertise within research units. There are also
practical benefits as protocols and templates can be shared; both the information sheets
produced for study 2, and applications submitted for REC approval, drew heavily on

documents produced in study 1.

Applying for ethical approval

Study 1

In study 1 it was necessary to apply to two RECs because the research was being carried
out in two health authorities. An application template was developed and the information
incorporated into the different formats required for the two committees. In both cases
REC approval was granted in a straightforward way. However, despite the fact that it
drew heavily on the research design used in study 1 and utilised the template for the REC
application form, the experience of obtaining REC approval in study 2 proved to be very
different. In the following sections we describe this process, drawing out the significant
points of comparison with study 1 and the broader issues that are raised for research

governance.

Study 2



Although study 2 adopted the research design developed in study 1, the project differed
significantly from the first in that it planned to include people with mental health
difficulties. This raised specific, and important, ethical issues. It is usual to regard people
experiencing mental health problems as being particularly vulnerable research
participants (Koivisto et al., 2001). People with major mental illnesses such as
schizophrenia are often considered to lack the capacity needed to give their informed
consent to participate in research studies. ‘Capacity’ in this context refers to the ability of
individuals to exercise autonomy and self-determination (Drane, 1984). In a recent UK

report, the individual who is ‘without capacity’ is one who is judged to be:

1. unable by reason of mental disability to make a decision on the matter in question, or
2. unable to communicate a decision on that matter because he or she is unconscious or
for any other reason.

(Law Commission, 1995)

‘Mental disability’ in this context is defined as “a disability or disorder of the mind or
brain, whether permanent or temporary, which results in an impairment or disturbance of

mental functioning” (Law Commission, 1995).

One approach to the protection of people with mental illness is to exclude all those with
“impairment or disturbance of mental functioning” from participating in research studies.
However, this approach would lead to the unnecessary protection of individuals who,

whilst experiencing some degree of mental impairment or disturbance, also possess the



ability to give consent (Usher and Holmes, 1997). Many people with mental health
problems might also object to being automatically excluded from research studies, and
fear that not having the choice of participating would lead to their views and experiences
remaining unknown. Finally, it is important to note that an individual’s ‘capacity’ is not
an absolute. The ability to exercise autonomy and to make informed decisions — for all

people, and not just those with mental health difficulties — is liable to fluctuation.

An additional ethical dimension was raised by the decision to include in the research
sample people whose care and treatment was organised under sections of the Mental
Health Act (1983) for England and Wales. The Act establishes the conditions under, and
the procedures through, which people with mental disorders can be compulsorily
admitted to hospital for the purposes of assessment and treatment. The Act also sets out
the broad principles for the provision of ‘aftercare’. In addition, an amendment, the
Mental Health (Patients in the Community) Act (1995), brought in a new power of
‘supervised discharge’. This meant that individuals previously detained in hospital under
certain treatment sections of the 1983 Act could, in some circumstances, be obliged to
reside in a specified place, attend specified venues for treatment or other activities, and

allow access to named mental health professionals.

The inclusion in research studies of people subject to sections of the Mental Health Act
needs to be done with extreme care. People whose care and treatment is organised under
sections of the Act are under a form of constraint. This places an additional obligation on

researchers to ensure that those who participate in studies give ‘true’ informed consent
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(Wing, 1999). Guidance on the inclusion in studies of detained patients does exist, but
seems contradictory. Local guidance produced by the REC in the area in which study 2 is
taking place includes a document addressing research involving patients unable to give
informed consent. Included in this document is a section which indicates that people
detained under the Mental Health Act “should not participate in research in normal
circumstances”. The document does not consider the possibility of detained patients
being able to give informed consent. In contrast to this local guidance, the position of the
body charged with overseeing the operation of the Mental Health Act and of protecting
the rights of detained patients in England and Wales is that people subject to sections of
the Act should be able to participate in both ‘therapeutic’ and ‘non-therapeutic’ research,
subject to certain conditions being met (Mental Health Act Commission, 1997). In the
case of ‘non-therapeutic’ research, which includes research like study 2, the Commission
states that “the position in law for the detained patient is the same as for other citizens”
(Mental Health Act Commission, 1997, p6, emphasis in original). These issues are

discussed in more detail below.

The initial application for REC approval in the second study stressed awareness of the

range of ethical issues raised by the proposal. Criteria for the selection of case study

subjects were also included, as Figure 1 shows.

[insert Figure 1 about here]

This initial REC application was unsuccessful. Included in Figure 2 are extracts from the
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committee’s response.

[insert Figure 2 about here]

As Figure 2 indicates, the REC had a number of concerns with the application for ethical
approval. First, the committee expressed the view that the objectives in study 2 could not
be met. Yet as we have indicated, in study 1 two successful REC applications were made
which described the same objectives and the same research methods. The committee did
not explain why it believed the objectives in study 2 could not be met, and so the reasons
for its decision remain opaque. However, this does raise the issue of consistency in

research governance processes (cf. Nicholl, 2000).

One possible explanation for the inconsistency between committees could have been their
differing degrees of understanding of qualitative methods, and of the value of undertaking
qualitative studies. There is literature indicating that RECs sometimes fail to understand
research which proposes to use non-quantitative methods (cf. Dolan, 1999; Gelling, 1999;
Stevenson and Beech, 1998). Dolan (1999) has argued that limited knowledge of
qualitative research by RECs presents itself as a particular problem for nurse researchers,
who may be more likely than other health researchers to design studies which use non-
quantitative methods. Dolan has also questioned the legitimacy of RECs in objecting to
the methodological basis of studies rather than focusing exclusively on the ethical

dimensions.
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Other factors may have been important in determining the different REC responses to the
two studies. Although the studies had the same design, they also had differences which
may have helped to shape the committees’ decisions. At the time the REC applications
were made, study 1 had already received external research funding and this may have
functioned to afford it a legitimacy in the eyes of the committees compared to study 2,
which at that point had no external funding. Moreover, it was a requirement of the REC
application forms to state whether the research was being undertaking as part of a
programme of study. Whilst study 1 was undertaken by an experienced research team,
study 2 is being carried out for the purposes of a PhD, and this may have resulted in the
committee taking a more critical stance. REC decision-making processes inevitably take
place in a social context, and members deploy a number of processes in order to find
meaning in a given situation (Garfinkel, 1967). Although we cannot say with any
certainty how significant these key differences between the two studies were in practice,
it has raised our awareness of the subtle clues that are contained in application forms, and

has heightened our sensitivity to issues of interpretation and presentation.

The resubmitted application for ethical approval in study 2 was designed to address the
committee’s concerns (Figure 3). The study objectives were condensed with the aim of
improving clarity, and the relationship between study 1 and study 2 was more strongly

emphasised. In addition, the long tradition of ethnographic research and its capacity to

generate important data associated with the provision of health and social care was

underlined.
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The second objection raised by the REC related to issues of access. The REC criticised
the application for having insufficient detail about service providers who would be
involved in the study. It also noted that it was unclear who would assess the ‘fitness’ of
patients to participate in the project. These objections raise further research governance
issues. First, is the relationship between seeking REC approval and negotiating access to
study sites. In study 2, the view of the ethics committee appeared to be that access
negotiations should have started before an application was made for ethical approval.
However, as later experience in study 2 demonstrated, one of the first questions which
health and social care ‘gatekeepers’ typically ask during access negotiations in research
sites is whether formal ethical approval has been obtained. In study 1 it was a
requirement of the application for research funding that key research collaborators were
identified. Key service managers, senior clinicians and policy makers agreed to support
the study and to function as a steering group. However, although all had good service
links, none were in a position to grant direct access to the study sites in which the
research was taken forward. These processes were put in train once REC approval had
been secured. Nevertheless, the identification of key service collaborators on the REC
application appears to have satisfied both RECs and raises the question of how well

‘research access’ is understood by ethics committees.

The REC’s response in study 2 also raises important questions regarding the control of
research access to health service users. The committee in this case stated that only a
medical practitioner could assess the capacity of individual patients to give informed

consent. This statement granted a powerful research ‘gatekeeping’ role to members of the
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medical profession (Service Users’ Experiences Research Group, 2000), which appears to
run counter to current trends in health and social care delivery in the UK. In the
contemporary NHS, the importance of partnership between the professions, and between
the professions and users of their services, is increasingly recognised (Department of
Health, 1998). It therefore appears out-of-step for an ethics committee to preserve for
doctors alone the responsibility for assessing the suitability of people to take part in

research studies. We return to this issue at a later point below.

In response to the REC’s concerns in study 2 access negotiations with key individuals in
each of the two selected study sites were brought forward. As in study 1, the process of
negotiating access was complex, involving contact with multiple gatekeepers. An
important task was to secure letters of support from senior professionals, which were later
attached to the resubmitted REC application as evidence of collaboration. Over the course
of these negotiations the interdependence of negotiating research access and achieving
ethical approval was explicitly discussed with the study participants, who became

partners in the process of securing the REC’s agreement that study 2 could proceed.

Considerable work was also undertaken to address the REC’s concerns regarding the
possible inclusion in study 2 of people subject to sections of the Mental Health Act, and
to address the concerns regarding the assessment of suitability to take part in the study.
As Figure 2 shows, the committee stated that it was not clear whether liaison regarding
the fitness of detained patients to participate would take place with responsible medical

practitioners, or with “medical officers appointed under the terms of the Mental Health
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Act”. The REC’s suggestion that it might be necessary to obtain the opinion of
independent doctors regarding the suitability of people subject to sections of the Act to
take part in study 2 appears to run contrary to the position of the Mental Health Act
Commission (MHAC), as we have outlined above. The second REC application (Figure
3) included information directly extracted from the MHAC’s position paper on research
involving detained patients (Mental Health Act Commission, 1997). Material was also
included from the current Mental Health Act Code of Practice (Department of Health and
Welsh Office, 1999). The information from these two sources addressed a number of
important issues relating to mental illness, capacity and research participation. The new
application for ethical approval in study 2 also included explicit information regarding
the selection of service users to take part in the study, the assessment of their suitability,

and the processes through which they would be recruited.

[insert Figure 3 about here]

Unexpected outcomes

This new REC application for study 2 was submitted to the same panel that had
scrutinised, and rejected, the first application. The panel’s response was most unexpected.
The committee wrote that it had “...agreed that your proposal was a survey and as such
was outside the remit of the research ethics committee”. This was a surprising outcome,
given the range of questions raised by the panel in its first deliberation. Many of the
issues raised in the first application had been addressed in the resubmitted proposal.

Nonetheless, it was still not expected to hear that the planned research was, from the
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REC’s perspective, either not ‘research’ at all, or not ‘research’ which required REC

approval.

At a pragmatic level this decision meant that the study could proceed. Data generation
has now been completed in both selected study sites, and data analysis is well underway.
The approach taken to the recruitment of case study subjects followed the procedure
detailed in the resubmitted REC application, and reproduced here in Figure 3. However,
the refusal of the REC which scrutinised the second application for ethical approval to
recognise this research as ‘research’ again raises important governance concerns. Once
more the issue of consistency is raised. In the literature, inconsistency has most often
been reported as being a particular problem in relation to multi-site studies, where
approval for a study in one area has sometimes been matched by extended delay or
refusal in another (While, 1995). As an approach to addressing this, multicentre research
ethics committees (MRECs) were introduced in the UK in order to simplify the process
of obtaining ethical approval for studies taking place in multiple study sites (Alberti,
2000), although it is not clear that the problem of variation between committees has been
helped by these changes (Tully et al., 2000). However, as our experiences show,
inconsistency can take a number of different forms: in this case in the form of
inconsistency by a single REC over time. A second governance issue raised by the REC’s
decision on the resubmitted application for approval in study 2 is, again, that of a lack of
understanding of qualitative research studies. Lack of understanding of this sort may have
contributed to the REC’s decision to designate study 2 as a ‘survey’, and not as

‘research’.
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Conclusions and recommendations

This paper has drawn on our experiences of seeking research ethics committee approval
for two investigations which shared the same research design in order to address key
research governance issues. In this final section we draw conclusions from our
experiences, and make recommendations for researchers, ethics committees and
organisations which host research. We also consider the implications of our findings for

the implementation of the new Department of Health research governance framework.

Our experiences suggest that there are important lessons for all parties in relation to
consistency. First, it is important for researchers preparing applications for ethical
approval for replication studies to guard against complacency. Additional and specific
ethical issues can be raised when a research design and methods used in one context are
transferred for use in another. However, our experiences bear out that even when care is
taken to consider these additional ethical issues, research ethics committees are still liable

to make unexpected decisions.

REC inconsistency can partly be explained by the nature of the work that they engage in.
Ethical decision-making is a complex process, and one that is not amenable to the
application of formulaic guidelines (Dingwall, 1980). Given this, it is to be expected that
different committees will sometimes reach different conclusions when faced with the
same study. It is not clear how far the new UK research governance frameworks will help

to reduce the unpredictability of REC decision-making. Guidance from the Department of
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Health urges committees to act in a reasonable, competent and timely manner, and to
make clear to researchers their reasons for rejecting studies (Department of Health,
2001b). The new arrangements for RECs also emphasise their independence. Whilst not
compromising this independence, we consider it important for ethics committees to
consider the principle of precedent in their deliberations, and through doing this to
promote as far as possible a consistent approach towards making decisions.
Demonstrating consistency in this way is one means through which RECs can meet their
responsibilities towards researchers (Department of Health, 2001b). Researchers, for their
part, need to be sensitive to the interpretative work that inevitably goes on in REC
decision-making, and ensure that the information contained in their applications is

unequivocal.

Our experiences have also revealed evidence of a continued bias, in at least some RECs,
towards biomedical science and the medical profession. This was shown in the limited
understanding of qualitative research demonstrated by the REC which scrutinised study
2. Recent efforts have been made to raise awareness within the medical profession of the
contribution which qualitative studies can make (see, for example, Pope and Mays,
1995). However, qualitative researchers often still need to engage in a process of
‘translation’ when presenting their work to bodies which, like RECs, are more familiar
with experimental and other quantitative approaches. We suggest that this process of
translation could usefully include highlighting the similarities between qualitative and
quantitative research, rather than emphasising their putative differences. It may be better,

for example, for qualitative researchers completing applications for REC approval to
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emphasise the degree of ‘fit’ between their research objectives and their chosen methods,
rather than to engage in lengthy epistemological excursions. This problem of limited
understanding of qualitative methods may also be helped by the adoption of
recommendations made in the UK’s new research governance framework. Notably, the
Department of Health states that RECs are required to include expert members with
“relevant methodological and ethical expertise in qualitative or other research methods
applicable to health services, social science and social care research” (Department of

Health, 2001b, p13).

With respect to the issue of the assessment of the fitness of individuals to participate in
studies, the UK’s new governance arrangements do not appear to favour the views of one
professional group over another. Principal researchers have the responsibility, “when a
study involves participants under the care of a doctor, nurse or social worker for the
condition to which the study relates”, to inform those professionals that their patients are
being invited to participate (Department of Health, 2001a, p25). Care professionals, for
their part, are required to satisfy themselves before agreeing for researchers to approach
their patients or clients that the appropriate scrutiny of the proposed research has taken
place. The new guidelines for RECs indicate that committees should pay attention to the
processes through which research participants are recruited, but do not indicate any
particular responsibilities for any individual professional group (Department of Health,
2001b). Our view is that the assessment of the suitability of a patient or service user to
participate should take account of a range of factors, including the patient’s condition and

their social circumstances, the nature and degree of health and social care professional
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involvement, and the nature of the proposed research. In some instances, the initial
assessment of an individual’s suitability to take part in a study might most appropriately
fall to a single practitioner, of any discipline, who is best acquainted with the individual.
For example, in study 2 the assessment of the suitability of individuals who were not
detained under sections of the Mental Health Act to take part in the project could initially
have been undertaken by the potential case study subject’s ‘key worker’ or ‘case

manager’.

In this paper we have also shown that the relationship between ethics and access can be a
complex one. After the rejection of the first application to the REC in study 2, the
processes of applying for ethical approval and negotiating access to study sites became
closely interwoven. The Department of Health now states that the “ethical review by the
REC should occur in parallel with the consideration of the proposed research by NHS
host organisations” (Department of Health, 2001b, p17). At the end of this process,
provider organisations must be satisfied that all research conducted within their
boundaries has been approved by an appropriate ethics committee (Department of Health,
2001a), and RECs must be satisfied of the ‘adequacy’ of study sites for the research
proposed (Department of Health, 2001b). There are further lessons for all parties here.
Our experiences, and the recent guidance from the Department of Health, suggest that
from the outset researchers should work towards ethical approval and access to study
sites simultaneously, as far as this is possible. For gatekeepers in health and social care
organisations hosting research, it is therefore important to remember that ethical approval

will often not be granted until relatively advanced research access negotiations have been
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concluded.

We have highlighted ways in which the adoption of the Department of Health’s new
research governance framework may help to reduce in the UK the kind of difficulties
which we encountered in study 2. However, it is salutary to note that UK RECs
historically have a poor record in adhering to published guidelines (see, for example,
Gilbert et al., 1989; Tully et al., 2000). As we observed earlier in this paper, it will never
be possible, or appropriate, for the ethical dimensions of research studies to be considered
in a prescriptive manner. In the future, therefore, researchers are likely to continue to
encounter difficulties similar to ours, although it is to be hoped that the incidence of these
will lessen. Ultimately, the larger question raised by our paper is: where does the
responsibility to ensure that studies are ethically sound lie? The answer is as it always has
been: with researchers. Preparing research proposals for formal ethical scrutiny is an
important exercise in obliging researchers to think critically about the ethical dimensions
of their studies. Whatever the outcome of an application to a REC, however, the ethical
dilemmas raised in the day-to-day undertaking of a research project can only be

addressed by the researcher or the research team.
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Figure 1
Extracts from first application for research ethics committee approval in study 2

Study objectives:

1.

7.
8.

9.

map the network of health and social care providers involved in the delivery of
services to a series of case study subjects (n=4-8) over a period of up to four months
each;

locate the research findings within the broader policy context at both local and
national level;

undertake detailed study of the ways in which carers manage their respective roles
and responsibilities in the delivery of health and social services;

identify the range of factors related to interagency collaboration which, in the opinion
of local stakeholders, contribute to or detract from the effectiveness and quality of
service provision in the study settings;

feed back the findings to the study settings, enabling critical reflection on the delivery
of care and assisting in future service planning;

use these findings to make recommendations concerning the development of roles and
responsibilities in the provision of community mental health care;

use these findings as a starting point for further studies;

develop the mapping exercise as a method for increasing understanding of the
complex interfaces involved in the delivery of community mental health care;

share and disseminate the research findings to a multidisciplinary audience;

10. produce, as the end result of a comprehensive research training, a PhD-level thesis.

The aims and objectives of this study determine that access be gained to individuals
whose difficulties are both severe and long-lasting. Access may, therefore, be sought to
individuals who are subject to sections of the Mental Health Act (1983) at their point of
entry into the study. Access may also be sought to individuals who remain subject to
formal care and treatment throughout the duration of their participation in the project.
This would include, for example, the case of an individual discharged from hospital to
home under section 25 of the Mental Health (Patients in the Community) Act (1995).
Finally, there is the possibility that some individuals may become subject to the
provisions of the Act during their participation in the study.

In seeking ethical approval to include people detained under the Act in this study, the
following criteria for their participation are offered. First, no individuals suffering from
an acute episode of mental illness will be approached in order to request their
participation in the project. Hospital inpatients detained under the Act will only be
approached as they are preparing for discharge into the community. Second, in the case
of individuals subject to sections of the Act and approaching hospital discharge, the
assent of the nearest relative and/or significant other will be sought. This will be in
addition to the seeking of the informed consent of the service user him/herself. Third,
where an individual participating in the study becomes acutely ill and is admitted to
hospital, either informally or, particularly, under a section of the Mental Health Act, the
assent of the nearest relative and/or significant other to the continued following of the
service user's care will be sought. In all instances, the assent of appropriate clinicians, the
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Responsible Medical Officer [consultant psychiatrist] included, will also be sought. No
extra demands will be made on either service users or their informal carers during critical
periods, such as those associated with admission to hospital. Practitioners will also be
asked, where appropriate, to give only retrospective accounts of their work during the
period after caring for an acutely ill case study subject.

It is, finally, anticipated that the background of the principal researcher as a qualified and
experienced community mental health nurse will be invaluable in ensuring that the
clinical needs of case study subjects remain paramount, and in ensuring that professional
judgement and sensitivity is maintained throughout the period in which all service users
participate in the study.
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Figure 2
Extracts of response from research ethics committee to first application for
approval to undertake study 2

The Panel had a number of specific concerns but in general did not believe from the
information provided that the study objectives could be met.

The Panel were concerned over the apparent lack of involvement of anyone from the
NHS Trust. The Panel were unclear who would decide whether or not a patient was fit to
take part in this study. Whilst you intend to include only patients able to give informed
consent, the medical staff responsible for these patients are the sole parties to state
whether or not the patients would be capable of giving informed consent. The Panel were
concerned that the application gave no details of whether or not you intended to approach
the medical staff responsible for these patients, or whether you intended to liaise with
medical officers appointed under the terms of the Mental Health Act.
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Figure 3
Extracts from second application for research ethics committee approval in study 2

The final report arising from [study 1] has been favourably received, and has
demonstrated the value of in-depth qualitative research methods as a means of generating
answers to important questions associated with the provision of health and social care.

Principal objectives for this study are to:

1. investigate the ways in which health and social care professionals manage their
respective roles and responsibilities in the delivery of services to eight case study subjects
with severe mental health problems;

2. map the network of health and social care providers involved in each of the case study
subjects over a four month period,;

3. identify the factors which, in the opinion of local stakeholders, contribute to or detract
from the effectiveness of interagency and interprofessional collaboration in the study
settings;

4. locate the research findings within the local and national policy context.

Subjects will be purposively selected in consultation with the responsible consultant
psychiatrists and with other health and social care professionals. One criterion for subject
selection will be the responsible consultant's assessment of the capacity of identified
clients to give informed consent. The enclosed letters from [two consultant psychiatrists]
indicate that they have agreed to take on this responsibility. Once potential subjects have
been identified, the initial invitation to participate will be made on behalf of the principal
researcher by appropriately-placed practitioners.

The aims and objectives of the study determine that access may be sought to individuals
who are subject to sections of the Mental Health Act (1983). How care is delivered to
people whose care and treatment is organised under sections of the Act is of particular
analytic interest. Providing aftercare services under section 117, for example, is a critical
test of the ability of different professionals and agencies to collaborate effectively. It is of
equal analytic interest to gain an understanding of how well services work together when
sections of the Mental Health Act are first applied for, and when individuals are formally
admitted to hospital. It is also possible that some of the selected subjects may experience
episodes of acute mental illness during their participation in the study.

These issues raise important ethical concerns. In the most recent edition of the Mental
Health Act Code of Practice (Department of Health and Welsh Office 1999), it is stated
that “mental disorder does not necessarily make a patient incapable of giving or refusing
consent” (section 15.12). In its position paper on research involving patients detained
under the Mental Health Act (1983), moreover, the Mental Health Act Commission
(1997) has proposed that, “if a patient has capacity to consent to participation in research,
and does in fact give actual and informed consent, then participation should not be
prevented unless (a) involvement conflicts with any provision of the 1983 Act; (b)
involvement is inconsistent with treatment being received as a detained patient”.
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In seeking REC approval to include in this study people detained under the Mental Health
Act (1983), and to include people who may experience episodes of acute mental illness
during the period of their participation, the following criteria are offered:

e patients approached to participate in the study will only include those who have been
assessed by the responsible consultant psychiatrist as having capacity to consent; only
patients who have capacity to consent and who actually give informed consent will be
included; patients will only enter the study with the explicit agreement of the
responsible consultant; no individuals suffering from an acute episode of mental
iliness will be approached in order to request their participation in the study;

e the agreement of the responsible consultant to the continued participation of case
study subjects who become acutely ill will be obtained;

e where an individual participating in the study becomes acutely ill, the assent of the
nearest relative and/or significant other to the continued following of the service
user's care will be sought;

e following guidance from the Mental Health Act Commission (1997), the Approved
Social Worker (ASW) and other involved mental health professionals working with
detained patients will be consulted prior to an approach being made to the patients to
participate in the study;

e hospital inpatients detained under the Act will only be approached to participate as
they are preparing for discharge into the community;

e inthe case of individuals subject to sections of the Act and approaching hospital
discharge, in addition to the obtaining of the patient's informed consent the assent of
the nearest relative and/or significant other will be sought, subject to the patient's
agreement to this approach being made.

Throughout this study, the background of the principal researcher as a qualified and
experienced community mental health nurse will be invaluable in ensuring that the
clinical needs of case study subjects remain paramount, and in ensuring that professional
judgement and sensitivity is maintained.
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