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Research ethics and complex studies

The operation of research ethics committees in England now follows standard
procedures. However, the new ethical review process favours research where
research questions and protocols can be clearly specified in advance of the
study. While this may not be problematic for those conducting clinical trials, it
can prove more difficult for qualitative researchers seeking to study complex
and changing environments, such as the health service. Here, the changing
nature of the services being investigated and the emphasis placed on involving
users and carers in the research process, makes it hard to predict methods in
advance of the study. This paper argues for greater flexibility within the ethical
review process better to respond to the needs not only of this type of research,
but also to other research and development activities, such as audit and
practice development. It highlights the need for trust, ongoing dialogue,
approval of frameworks and codes of practice. [NTResearch 2003; 8: 1, 17-26]

INTRODUCTION

The tradition of formal ethics approval for medical studies has its origins
mainly in the need to protect patients, as laid out in the Declaration of
Helsinki (1964). Experimental treatment was provided only if a good purpose
could be shown and the patient provided informed consent. This has
inevitably widened the scope of ethics scrutiny to include a requirement that
the research is well designed, well carried out and likely to provide useful
new insights. A further widening of the remit has been for ethics committees
to ensure that healthcare professionals and staff are treated appropriately in
research and provide consent.

The operation of research ethics committees (RECs) in England now fol-
lows standard procedures, and recent changes provide a framework for pro-
viding ethics approval for multi-centre studies. However, the model of
research envisaged tends to be the clinical trial, where the research questions
are concerned with the comparative effectiveness of old and new treatments,
and of treatments for different sections of the population. Such studies
require that the research questions are clearly specified at the start, the alter-
native treatment protocols are clearly defined, and the measurement and
assessment processes are standardised. Changes to the original protocol may
be needed in the event of new knowledge becoming available, or in response
to unexpected problems in carrving out the research. However, researchers
are encouraged to keep such changes to a minimum. Prior to giving consent,
ethics committees like to see full documentation, such as consent forms and
questionnaires.

Despite attempts to simplifv and streamline the process of gaining ethics
approval it can be a heavy burden even in the case of simple biomedical stud-
ies, especially when the study is carried out in different centres. However,
much more serious problems occur when the study is complex, and when the
methods used are such that it is neither possible nor desirable to specify fully
the investigation at the start. This is a particular problem with some well-
established methods, such as action research, or research using grounded
theoryv. Evaluative research projects often have to change and adapt in
response to changes in the innovative services. For simplicity we will refer to
research that uses such a range of methods, certain social science methods or
methods that evaluate complex interventions as ‘complex studies’. The nature
of complex studies means that it is not feasible to use the current ethics com-
mittee processes and be able to carry out the research efficiently and sensibly.
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However, it is neither desirable nor feasible to go back to carrving out such
research without ethics supervision. This paper discusses the issues in detail
and suggests approaches that might ensure that the research can be conducted
efficiently within a framework of well-informed ethics supervision.

THE PURPOSE OF ETHICS

There are four ethical principles relevant to research undertaken on human
beings:

1. Non-maleficence (do no harm)

2. Beneficence (do positive good)

3. Autonomy (show respect for rights of self determination)

4. Justice (treat people fairly).

All research carries a risk of doing harm (non-maleficence) to participants
either physically or psychologically. Traditionally, the focus has been on phys-
ical harm caused by trials using invasive treatments and drugs. However, with
the increase in qualitative methods being used in health services research,
there is a growing awareness of the psvchological impact of exploring sensi-
tive areas (for example, the experience of death and dying), not only on the
participant in the research, but also on the researcher(s) (Renzetti and I.ee,
1993). This requires researchers not only to be skilled in research, but also to
have the necessary interpersonal skills to carry out the research with vulnera-
ble people. There is also a need for funding bodies and academic supervisors
to consider the possible impact of doing sensitive research on the researcher
and to set up mechanisms (counselling, for example) to support them through
the process.

In terms of doing good (beneficence), participants can potentially benefit
individually from collaborating in research (thev may, for example, benefit
from a new treatment or experience relief from sharing a concern), or they
can hope that their own involvement in research will lead to others benefiting
in the future. This requires research to be well designed and of practical
value. Too often research is undertaken without proper attention to its appli-
cation under normal practice conditions. This is particularly true where
research attempts to minimise variation in practice.

The third principle of autonomy requires researchers to allow participants
to be self-determining and thus refuse to participate in research. This
requires valid consent from participants. Kennedy (1988) suggests that for
consent to be valid, it needs to be informed, voluntary and competent.
Informed consent requires participants to understand the risks and benefits of
being involved with the study. Care needs to be taken to present research in a
neutral manner, so that participants are not manipulated into taking part.
However, this becomes more complex when the exact process of research can-
not be determined in advance of the study. For instance, with action research,
the process of research is determined in collaboration with participants and so
is not known in advance. Thus consent constantly needs to be renegotiated
throughout the study (Mever, 1993). Informed consent also requires that
information given is understood and jargon-free. Sometimes this requires ver-
bal as well as written explanations, and the information may need to be avail-
able in different languages.

Voluntary consent is not simple. Without informed consent, yvou cannot
have voluntary consent. Participants must not be coerced to take part, and
must understand the consequences in terms of services provided or denied
while they are involved in a study and in the event of choosing to withdraw
at any stage. However, the pressure to participate does not always come from
the researcher.
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The process of gaining consent is critical: participants should be required
to opt in, and free to opt out, at any stage. Valid consent also requires partici-
pants to be physically and mentally competent to decide. Conducting research
on non-consenting people, such as those with dementia, needs to be clearly
justified, for example, on grounds of utilitarianism (greatest good for the
greatest number). Although such consent has no legal standing, it is good
practice to gain permission from relatives when a person is not competent to
consent and for researchers not to proceed if the non-consenting participants
show any signs of distress or of objecting.

The final ethical principle of justice requires participants to be treated
fairly and not exploited for research purposes. For instance, this means that
care needs to be taken that particular groups are not over-researched. Confi-
dentiality and privacy are also important moral rules in research. It is impor-
tant that participants in research remain anonymous and feel safe giving
information, without their identity being divulged to others. Participants
should also feel in control of the information being shared and able not to
disclose should they so wish. Again, this places great emphasis on the process
of research and the need to renegotiate involvement at all stages. This
requires some flexibility, and the need for an ethics framework or code of
practice, as opposed to rigid rules and regulations about how research will be
conducted in advance of the study. In our view the new governance arrange-
ments for the NHS research ethics committees (DoH, 2001) do not allow for
this flexibility.

RIGIDITY OF THE NEW GOVERNANCE ARRANGEMENTS

The document Governance Arrangements for NHS Research Ethics Committees
(DoH, 2001) recognises that their purpose is to ‘protect the dignity, rights,
safety and well-being of all actual or potential research participants (para 2.2),
to ‘take into account the interests, needs and safety of researchers who are
trying to undertake research of good quality’ (para 2.3), and to take into con-
sideration the principle of justice by ensuring that ‘the benefits and burdens
of research be distributed fairly among all groups and classes in society, taking
into account in particular age, gender, economic status, culture and ethnic
considerations’ (para 2.4).

It can be argued, however, that the process of governance does not allow
this to be done in practice. New guidance is trying to speed up the work of
RECs. All such committees must give a decision within 60 days of submission
of a research proposal (para 7.11). For multi-centre research ethics commit-
tees (MRECs) this includes consideration of locality issues. If responses or
amendments are required, review can be made only once. Timing is suspend-
ed after request for a response is made and restarted when the answer to the
request received. However, regardless of complexity, all RECs must come to a
decision within 60 days. Any amendments submitted during the research
process should be considered by the original REC and an answer given within
35 days (para 7.12). If amendments are substantial, researchers may need to
submit another application for approval. The problem here is that any pro-
posed deviation from an original proposal requires the researcher to notify the
REC in advance.

The new governance guidelines suggest that researchers can deviate from
the protocol agreed by the REC only if it is necessary to ‘eliminate immediate
hazards to research participants or when the change involves only logistical or
administrative aspects of the research (para 7.24). Under these circumstances
changes can be made immediately, researchers must inform the REC within
seven days and the REC may reconsider its opinion as a result. These new
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arrangements might work well for some forms of research — biomedical
models, for example — but thev are potentially constraining for other more
qualitative methods.

THE NEED FOR MORE FLEXIBILITY

The need for flexibility when using more qualitative methods has been identi-
fied, as have the difficulties in applying rigid biomedical model codes to qual-
itative research (Murphy et al., 1998). In particular, flexibility is seen as
important to cope with the ‘emergent’ nature of some research. Researchers
need to be able to respond to a rapidly changing health service, the blurring
of boundaries between research and development, the impact of user and
carer involvement, and the needs of research participants, who are getting
older and are potentially more vulnerable.

Changing health sercvices

The National Health Service is in a state of constant change. As a result, the
thing we set out to research is not always the thing we end up studying.
Researchers need to be able to respond to these changes as they naturally
occur, but this does not always neatly fit into the time frames of the REC
governance arrangements. For instance, City University was recently given
funding to evaluate the patient advocacy and liaison services (PALS) in Lon-
don. The PALS is a new service to be introduced in all NHS trusts (acute,
primary care and mental health) in England. An action research approach was
planned, and communication with the PALS providers was to be through
meetings co-ordinated by the London NHSE Regional Public Involvement
Office. Within six months the service had changed to patient advice and liai-
son services, and the literature review needed to change substantially. The
London NHSE was then disbanded and the responsibility for co-ordinating
the PALS meetings was left open. Partners in the research project (L.ondon
NHSE Quality Taskforce) were not sure of their future existence and the
funding body (L.ondon NHSE Organisation and Management Research and
Development Committee) ceased to exist.

Originally, the research team planned to study the first cohort of L.ondon
PALS providers in order that they could develop patient-centred criteria to
evaluate the service and to share the lessons learned with other PALS
providers who were setting up a similar service. However, the second cohort
received much less funding for PALS development, and the remaining trusts
were given no funding. As a result of these changes, it became apparent that
the ideas for the study needed to change. It was lucky that, technically, the
study had not started, so it was possible to incorporate the changes into the
MREC application.

This example highlights the effect of changes in the planned service
development and wider changes in the NHS environment on the focus of
research and plans for its execution. It also demonstrates that REC processes
were not established to cope with such changes. They do not provide for on-
going dialogue in response to evolving research plans. An alternative approach
is needed that relies more on frameworks and codes of practice in place of
prescriptive rules and regulations.

Blurring the boundaries between R& D

A range of methods is being actively encouraged in health services research,
including action research (Mever, 2001). Action research blurs the boundaries
between research and development. It focuses on working with and for peo-
ple, rather than doing research on them (Meyer, 2000). Increasingly, practi-
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tioners are being encouraged to research their evervday practice and to share
their learning with others. This leads to the same work being done (that is,
research), under different labels (for example, audit, practice development).

The need for ethics supervision does not depend on arbitrary distinctions
or names for activity. If ethics supervision is needed for action research (and
we argue that it is), then it is also appropriate for innovative and experimental
practice development. Action research (and some service developments) can
place participants in vulnerable positions, therefore, mutually acceptable codes
of practice should be negotiated with participants as part of the initial
informed consent process (Mever, 1993).

The guiding impulse of action research is the ‘improvement of situations
involving a practical responsibility for others' well-being’ (Winter and Munn-
Giddings, 2001). They highlight a number of ethical issues and principles of
procedure (ihid. pp220-224). RECs should be ensuring that research is car-
ried out within the framework of an agreed code of practice. This can accom-
modate the need for flexibility, but guide how this is applied. Conventional
information sheets (with signed consent forms) may be no longer relevant by
the time the research is under way, and are unlikelv to provide for the
inevitable changes.

User and carer involvement

The involvement of users and carers in health research is now policy within
the UK (DoH, 2001; DoH, 2000). Wherever possible it is recommended that
participants or their representatives be involved in the design, conduct, and
analysis and reporting of research. Such involvement has the potential to
ensure that, in future, a greater proportion of health research targets those
areas of service delivery that are, from the perspective of service-users, in
need of further development. However, these policy recommendations mean
that RECs will have to adapt quickly to a range of new challenges. For exam-
ple, a greater emphasis on user-led research will increase the number of sub-
missions for studies using a range of qualitative methods.

At present, although RECs are required to ensure their membership
includes ‘a sufficiently broad range of experience and expertise’ to be able to
assess the science, ethics and potential practical issues relating to such meth-
ods (Central Office for Research Ethics Committees, 2001: 13), in practice,
committees remain heavily dominated by biological scientist and medical per-
sonnel, who are less familiar with this type of research. Some investigators
have reported that they have found RECs too inflexible or too pedantic in
their demands for safeguards in relation to qualitative studies, and this can
greatly hinder the research process (Ferguson, 2001). To facilitate the expan-
sion of user-focused health service research, REC chairs should be encour-
aged to recruit more members with experience of qualitative methodologies
(Moore and Savage, 2001; Stevenson and Beech, 1998).

Another related issue for RECs is that user participation in research
requires more flexibility and latitude within research proposals than more tradi-
tional clinical studies. This will allow researchers to adapt to changing circum-
stances and promote reciprocal relationships with participants. REC members
need to be aware that stipulating overly formal procedures, such as when
obtaining informed consent, may serve to inhibit the formation of a good work-
ing relationship with those taking part. For example, in Moore and Savage’s
(2002) study incorporating participant observation in a ward, the researchers
had agreed with their LREC that staff consent to be observed be gained on a
day-to-day basis during data collection. In practice, they found that constantly
seeking permission to attend regular meetings undermined the rapport that had
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developed between the researcher and practice staff and seemed to question the
judgement of staff who had already agreed to be observed.

Such issues are especially relevant in studies involving more vulnerable or
‘hard to reach’ groups. Orb et al. (2001) emphasise that with these groups in
particular, researchers must negotiate access to participants in the field, there-
fore it is the quality of the relationship between researcher and participants
that facilitates or inhibits access to data.

It may be possible in an ethics application to describe the broad approach
to numbers sought and methods to be used for recruiting participants. How-
ever, in the case, for example, of recruiting drug addicts it may be necessary
in practice to negotiate access to recruits via such methods as ‘snowballing’,
whereby researchers seek recommendations for further potential individuals to
recruit from those in similar circumstances (Robson, 1997). This type of
study would benefit from RECs providing approval on the basis of on-going
dialogue between researchers and the committee to review emerging ethical
issues in such cases, rather than requiring researchers to specify the approach
in detail at the start. Similarly, in these areas greater flexibility may be needed
in the processes for obtaining informed consent for participation. Several
researchers (Murphy and Savage, 2002; Ferguson, 2002; Murphy and Ding-
wall, 2001) suggest that more vulnerable people (such as frail older people or
people with mental health problems) may find that too much information
about their rights in relation to research, and the process of being asked to
sign formal consent forms in itself promotes anxiety, and may make such
people reluctant to take part in research.

While it is the role of RECs to protect the dignity, rights and safety of
research participants (Central Office for Research Ethics, 2001), if these com-
mittees hold rigidly to particular procedures such as getting written informed
consent it may be that such studies will become unfeasible and prevent study
of certain settings and groups of people.

CONCLUSION

Appendix 1 suggests a practical approach to ethics supervision of complex
studies. It is based on building trust between researchers and committees, a
continuing dialogue, the approval of frameworks for carrving out research in
the case of complex studies, and the development of codes of practice that
can be adopted. The first need is to recognise that if proper ethics supervi-
sion is to be developed for complex studies it cannot be done solely on the
basis of approaches developed for simple (in the sense that it can be easily
specified) biomedical research. Second, ethics committees must be constituted
so as to include skills in a wider range of research methods. Third, the
process of ethics supervision must be seen not simply as gaining permission at
the start of the study, but with the expectation that the issues be dealt with
over the course of the study, that the approval is for an approach to the
research and codes of practice, that change in the research will be reported to
and discussed with RECs, but that so long as thev are within the agreed
framework, they will not delay or disrupt the work. Such an approach
requires a relationship of trust, and recognition that the benefits of good
ethics supervision (and the adherence to the principles of ethical research)
will be realised only if research can proceed without undue delay.

In the past it was not common for many aspects of research on service
delivery and organisation to be supervised by ethics committees. Sometimes
this was because the work was classified as service development or audit. The
early attempts to provide ethics supervision have shown the need for different
skills, different approaches and different procedures.
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KEY POINTS

@ Research ethics committee procedures favour research where the methods can be specified in

advance

@ Qualitative researchers seeking to study complex and changing environments find it hard to predict

methods precisely

® More flexibility, trust, ongoing dialogue, approval of framewaorks and codes of practice are needed in

the ethical review process
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Appendix 1

ETHICS SUPERVISION AND COMPLEX RESEARCH STUDIES

The aims of ethics supervision in complex studies are the same as for any
other research involving humans: participants should be protected while
ensuring that the research is as likely as possible to generate worthwhile new
knowledge.

Complex studies tend to focus more on providers of care than on
patients, but this difference is of degree and not kind. The research process
tends often to be interactive, with the early parts influencing how the later
parts are carried out. There is, therefore, a much greater risk that approval in
the conventional way for each small change in the research plans would be
highly disruptive. The relationship between researchers and researched is
more of a partnership than in most conventional biomedical research, and this
leads to a need for a more specifically interactive relationship between the
researchers and the ethics approval bodies.

Membership of research ethics committees has tended to be a combina-
tion of experienced researchers, clinical staff and lay people. As befitted the
task, the research skills represented tended to be in the conduct of clinical
trials and studies. This has meant that there has been only limited representa-
tion of researchers who undertake complex studies.

A framework of ethics supervision of complex studies requires some
innovation in the way in which ethics committees assess proposals, the tyvpes
of response given to researchers and the continuing relationship between
ethics committees and researchers. It is suggested below that this should take
the form of a two-stage process — first to establish an agreed framework for
development of the study, and second, to set up a process of informing the
committee of developments in the work.

Stage 1

The first stage involves putting in place the clear statements about the pur-
pose of the work, the agreed research strategy, the main approaches and tech-
niques to be used, the range of potential participants in the work and the
framework for ensuring full and informed consent. Ethics approval would
mean approval to proceed with the work within this framework. This may
include some specified codes of practice for dealing with changes in processes
and unexpected events. In addition, approval might also require adherence to
more generic codes of practice. (For instance, Appendix 2 outlines a code for
ethical practice for action research suggested by Winter and Munn-Giddings,
2001.)

Ethics approval would also set out the agreed provision of information
and consultation to be carried out over the course of the study. If question-
naires or other data collection instruments are to be used in the early stages of
the study, copies of these are likelv to be included, but what would be
approved is an approach or framework, not detailed plans.

Stage 2

In Stage 1 the kinds of research approaches would be agreed, but only limited
details would be given. While the research is being undertaken, more detail
would be provided to the ethics committee, including detailed changes in who
would be asked to participate, more detail of methods to be developed or
adopted, data collection and analysis plans, developments in consent instru-
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ments to reflect the changing plans for the work and more detailed plans for
providing feedback and dissemination of the work.

The approach would have to be light touch and quick enough not to dis-
rupt the progress of the study, but this should be easier in the context of an
agreed framework and approach.

The ethics committee would be expected to nominate one or more mem-
bers to receive the Stage 2 papers and to report on any issues to the full com-
mittee. There would need to be a mechanism that allowed the nominated
person(s) to stop a part of the research pending discussion in the full commit-
tee, were the suggested changes or developments to fall outside the agreed
framework. However, the approach would be to establish a greater degree of
trust and involvement that would make such occurrences the exception.

This is the first attempt to outline a process of ethics supervision that
would take account of the different approaches typical in complex studies. A
number of questions remain; for example, would this process operate from
the MREC without LREC participation, or could the approach accommodate
a continuing dialogue with LRECs but with the power to stop studies vested
in the MREC? To what extent would the membership of ethics committees
have to change to allow this procedure to work? However, if it is accepted
that a framework of ethics supervision is essential for all health research, but
the current biomedical model delays and increases costs of research, is not
well suited to complex studies and therefore fails to provide the full require
protection for participants, it is essential that a new approach be developed.

Appendix 2

ENSURING ETHICAL PRACTICE IN ACTION RESEARCH

Winter and Munn-Giddings (2001) highlight a number of ethical issues and
principles of procedure. These are divided into three areas:

1. A ‘professional’ relationship between the researcher and participants that
operates under such principles as:

Duty of care

Respect for the individual irrespective of race, gender, age, disability etc.
Respect for cultural diversity

Respect for individual dignity

Protection from harm

Principles common to all social research:
Informed consent

Protection from harm

Honesty

oo 0>

Processes to be followed:

Make sure discussions are fullv documented, so that the process can be
made available to those who are not present. (This needs to be agreed and
procedures negotiated for recording or taking notes.)

® Procedures for taking joint decisions need to be negotiated, ensuring that

the voices of all participants are taken fully into account

® Ensure that the work of the project is distributed as widely as possible
among all participants. In other words, circulate regular progress reports,

[ Jad
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FOCUS

so that the work remains fully ‘visible’ to all participants

Get agreement from participants that their contributions have been
accurately described and in a form that can be shared with others by
general consent. Thus all ‘interpretations’ need to be ‘checked back’ and
‘authorised’ before being circulated.

Enable participants to amend their contribution before it is circulated to
others

Ensure that progress reports clearly invite participants to make suggestions
concerning future developments

Differentiate clearly between documents that are confidential to project
participants and reports that are intended for wider publication

Negotiate rules of confidentiality that are acceptable to all participants, for
which all agree to accept responsibility, and which are appropriate for the
different uses to be made of the various project documents

Make clear that reports intended for an audience bevond the group of
participants will be circulated in advance, and that individual participants
will have the right to withdraw any material containing a reference that
may identify them

Negotiate in advance how possible disagreements concerning publication
will be resolved in a way that preserves a balance between individual,
minority and majority rights

Make it clear that participants need to negotiate with the group in advance
if they wish to write up their work as part of an assignment for an
academic qualification

Ensure various principles of procedure are drawn up early in the work, so
that they are available in the form of a clear statement which can guide
potential participants when making their decision on their involvement or
otherwise.
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