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principles, problems and the primary
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Authors' abstract
In this paper some of the general issues surrounding
recently published guidelines for the practice of research
ethics committees are outlined, concentrating in
particular on the difficulties raised by research with
psychiatric patients. Research is distinguishedfrom
ordinary clinical practice by the intention to advance
knowledge. So defined, research with psychiatric
patients should be governed by the same four principles
as research with any other group - knowledge, necessity,
benefit and consent. In applying these principles,
however, particularly the principle of consent, many
acute difficulties are raised by psychiatric patients. A
number ofproposals for addressing these difficulties are
discussed. It is suggested that, notwithstanding the value
ofpublished guidelines, and the help that may be
available from research ethics committees, the primary
responsibility for maintaining high standards ofpractice
in research rests with research workers themselves.

Introduction
1990 was a good year for research ethics in the
United Kingdom. The Royal College of Physicians
produced a revised and updated version of its
Guidelines on the Practice of Ethical Committees in
Research involving Human Subjects (1), together with
a companion report, Research involving Patients (2).
The Royal College of Psychiatrists prepared a
detailed supplement to this document (3). The
Department of Health issued their own draft guide-
lines for comment (4). These documents provide a
valuable framework of practical recommendations
for all those responsible for medical research involv-
ing patients. They leave unresolved, however, a
number of issues and difficulties. It is with some of
these, especially as raised by psychiatric patients,
that this paper is concerned. The common theme
that will emerge is the central importance of individ-
ual research workers in the development and main-
tenance of high standards of practice in medical
research.
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Definition and principles
Research, whether therapeutic or non-therapeutic, is
most usefully defined in relation to ethical questions
by its intention to advance knowledge. This
definition provides a direct link with the ethics of
research. The ethics of ordinary clinical practice are
governed by the broadly Hippocratic principle that
the patient's interests should normally come first. It
is the potential subordination of this principle to the
advancement of knowledge that creates the need for
ethical principles specific to research.

These principles are the same for psychiatric
patients as for any other group. They may be formu-
lated thus:

1. KNOWLEDGE: there should be a reasonable
expectation that the research will produce an
increase in knowledge that is directly or indirectly
relevant to patient care.
2. NECESSITY: there should be no practical possi-
bility that the same increase in knowledge could be
achieved other than by working with patients as
research subjects.
3. BENEFIT: the potential benefits (to the research
subjects or others) arising from the expected
increase in knowledge should be of sufficient impor-
tance to outweigh any risks of harm inherent in the
research.
4. CONSENT: patients should give valid consent to
their participation in research; that is, they should
assent freely and on the basis of appropriate infor-
mation.

Difficulties in applying these principles
Although the principles governing good practice in
research are largely uncontentious, difficulties often
arise when it comes to applying them in practice.
The difficulties may be especially acute in the case of
psychiatric patients. Thus:

KNOWLEDGE: The 'corpus' of knowledge is less
well established in psychology and the brain sciences
than in other disciplines relevant to medicine. Hence
it will more often be the case in psychiatry that there
is disagreement among experts about the likely
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extent of any increase in knowledge from a given
research project.
NECESSITY: Psychopathology, unlike physical
pathology, is a predominantly human phenomenon.
Also, it is revealed mainly by self-report. Hence there
is less scope in psychiatry than in other branches of
medicine for using animals in research and thus for
avoiding the necessity of working with patients.
BENEFIT: Three main kinds of difficulty may arise
in the assessment of the risks and benefits of research
with psychiatric patients:

i) Empirical: As already noted, there is rather less in
the way of an established corpus of knowledge in
psychiatry than in many other branches of medicine.
The likely clinical usefulness of a research project
and its inherent risks ofharm may thus be difficult to
assess with any confidence. For example, the dif-
ficulties of psychiatric diagnosis can make for uncer-
tainties about the extent to which the results even of
drug-treatment trials can be transferred to everyday
clinical practice: and in psychotherapy research the
very criteria by which outcome should be measured
may be at issue (5). It should be added, though, that
whatever the difficulties of predicting outcome, most
psychiatric research, as against say the more esoteric
areas of biochemistry, is at least directly concerned
with patients and their difficulties. Thus, while the
overall utility of a given psychiatric research project
may be at issue, its clinical relevance will generally
not be in doubt.
ii) Evaluative: In addition to the empirical difficul-
ties involved in assessing the likely benefits and
harms arising from a psychiatric research project,
there may be difficulties about what should count as
a benefit or harm. These difficulties of evaluation
may be of two kinds. They may be non-specific, ie,
concerned with judgements simply of good and bad.
There may be differences of view, for example,
about what should count as a good or bad outcome,
a benefit or a harm, in behaviour therapy. The
question of what should count as 'desirable'
behaviour is raised directly by the need for precise
definition of goals in treatment of this kind (6);
whereas, as Wing has pointed out, it is commonly
neglected altogether in 'social' therapies (7). But
evaluative difficulties may also be specific, ie, con-
cerned with the specifically medical judgements of
health and disease: is grief, for example, a disease to
be 'cured' (8); or, more contentiously, homosexual-
ity (9)? The proper scope of medical research may
thus be at issue in psychiatry in ways, or to an extent,
that it is not in other areas of medicine.
iii) Conflicts of interest: The risks, as well as the
benefits, of research in psychiatry may accrue to
individuals other than the actual patient, thus giving
rise to conflicts of interest. This is notoriously so in
family therapy, for example. Such difficulties,
though, are certainly not confined to psychiatric
research. For instance, the work required for the

development of pre-symptomatic genetic testing for
inherited conditions such as Huntington's Chorea,
can have highly unwelcome implications for mem-
bers of the patient's family (10).
CONSENT: Either or both of the elements of valid
consent - that it be given freely and on the basis of
appropriate information - may be problematic in
psychiatric research.
The difficulties involved in establishing that con-

sent is given freely include:

i) Covert pressures: Psychiatric patients are often
especially vulnerable emotionally. The difficulties
here have been examined empirically, though mainly
in respect of treatment rather than research, by Lidz,
Meisel et al (11). They found that while active coer-
cion is generally avoided, there is a particular danger
of covert (though mostly unintentional) pressures
arising from the unequal power relationship between
doctor and patient. Certain groups are especially at
risk in this respect, for example, involuntary patients
and mentally abnormal offenders in prison.
ii) Problems of decision and action: Our capacities for
decision and action may be adversely affected by a
wide variety of psychological disorders: for example,
obsessive-compulsive disorders often involve a
generalised inability to make decisions; mood dis-
orders may involve pathological motivations (such as
the depressed patient who agrees to take part in a
research project in the hope that it will kill him); and
in psychotic disorders there may be profound
impairments of insight (as with the deluded patient
who believes that a research project is really an
initiation ceremony offering access to supernatural
powers).

The corresponding difficulties in relation to issues
raised by the information element in consent
include:

i) How much information is appropriate: In ordinary
clinical practice full disclosure of all the risks and
benefits of a proposed procedure is generally not
required for consent to be valid. In the UK, for
example, a doctor has to reveal only as much infor-
mation as would be revealed by any responsible and
skilled body of his or her peers (the so-called 'pru-
dent doctor' test). With research procedures, how-
ever, there is a strong presumption that more
complete disclosure is necessary. It is recognised
that full understanding of a research project -
amounting as it would to a lengthy and to many
patients incomprehensible seminar - is generally
impractical. Nonetheless, in the Royal College of
Physicians' guidelines, adequate information is
taken to include 'any benefits and hazards' (1 2), and
where simplification is necessary this should 'not
have the effect of understating any risks or glossing
over inconvenience or discomfort' (13). Achieving
this degree of information, however, as a basis for a
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balanced decision about participation in research,
presents many difficulties. These have been widely
discussed in relation to the problem of consent to
inclusion in randomised trials (14,15). But in some
areas of psychiatric and psychological research a
degree of active deception is sometimes required
(14). Full disclosure even of the purposes of the
research can sometimes so alter the subject's
responses as to invalidate the results: false feedback
experimental designs, for example, are not uncom-
mon in psychological research; and some of these
may even involve paradoxical intent, in which the
therapist suggests certain responses or courses of
action with the intention of provoking their con-
traries (16).
The standard proposed by the Royal College of

Psychiatrists is less comprehensive than that sug-
gested by the Royal College of Physicians (17). After
noting that it is not possible to give detailed guide-
lines covering every case, it suggests that 'important'
risks (rather than 'any', as in the Royal College of
Physicians' guidelines) should be made clear. What
is important is in turn to be defined by reference to
an ethics of research committee which should 'apply
commonsense to decide what level of risk would be
likely to affect a reasonable person's decision'.
Further, where incomplete disclosure of information
is proposed, the research should not be carried out
where it is considered that on a basis of full informa-
tion, the patients concerned would be expected to
withhold their consent.
What this amounts to, then, is a 'reasonable per-

son' rather than, as in ordinary clinical practice, a
'reasonable doctor' test of adequacy of information.
However, while providing sound general principles,
the reference to commonsense raises many of the
difficulties involved in achieving adequate under-
standing in this context. In psychiatric research
patients are by definition, in one or other respect,
and to a lesser or greater degree, unreasonable. And
as Taylor has emphasised (1 8), while there are many
excellent theoretical discussions of the nature of
competence in the literature (19), the common
assumption that there will be general agreement in
practice over judgements of competence is wholly
misplaced. Hence commonsense, which is perhaps
an insecure guide even to the soundness of the deci-
sions of normal people, may actually be misleading
here.
ii) Problems of understanding: The most obvious diffi-
culties of understanding arise with disorders involv-
ing disturbances of cognitive or intellectual
functioning (for instance, in mental handicap,
dementia and confusional states). However, a wide
variety of communication difficulties may be associ-
ated with other species of psychopathology. Anxiety,
for example, is a barrier to communication of a gen-
eral kind that may be much increased in a number of
mental disorders. Similarly, depression may produce
a slowing of intellectual processes that resembles

dementia; and in hypomania there may be marked
distractibility.

Patients unable to give consent
The difficulties just outlined may sometimes be so
extreme as to invalidate consent altogether. The
problem of consent has been most discussed in
respect of difficulties arising from the patient's
psychopathology - defective comprehension, for
example, and severely impaired insight. However,
coercion (overt or covert), material non-disclosure,
and plain misunderstanding may all invalidate
consent.

This raises particular problems for research. In
relation to ordinary clinical practice, the ethics of
involuntary psychiatric treatment (although cer-
tainly contentious) can be derived from the
Hippocratic principle. Involuntary treatment of a
patient whose capacity for consent is impaired may
be justified under the Hippocratic principle if it is
either in that patient's interests or (a widely recog-
nised although still contentious exception) necessary
for the protection of others from serious harm (20).
A research procedure, on the other hand, defined by
the intention to advance knowledge, must be differ-
ently justified. Any benefits to the patient, direct or
indirect, are (by the definition of research itself) sec-
ondary; and the principle of protecting others from
harm is essentially a restrictive principle, the purpose
of which is precisely to limit to exceptional cases any
subordination of the patient's interests.

It is because the patient's interests are subordinate
in this way that the ethical requirements for consent
to a research procedure are more rigorous than those
for consent to treatment. With a research procedure
it is the patient's assent, not merely the absence of
their dissent, that must normally be considered valid,
and this of course greatly extends the number of
potentially problematic cases. The Mental Health
Act 1983 and its companion volume, The Code of
Practice (21), are both silent on the question of
research. The Royal College of Psychiatrists' guide-
lines suggest that dissenting patients should always
be excluded from research, whether or not they are
considered competent (22). Even this restriction
could raise difficulties - for example, in studies of
involuntary admissions or treatment procedures
under the Mental Health Act. However, the point is
that in research, all incompetent patients, even those
assenting, are ethically problematic. Furthermore,
there is a medico-legal twist to the problem. For, at
least under English law, the consent of a third party
(of a relative, say) is legally effective only in the case
of children. Hence, while involuntary psychiatric
treatment is covered by the Mental Health Act, there
is at least a possibility that research procedures with
adult incompetent patients (whether assenting or
not) may actually be illegal. Indeed, where such
research involves touching (for example to take a
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sample of blood) it could conceivably result in an

action in battery (23).
It is important to keep these problems in perspec-

tive. In the first place, on the question of battery,
legal opinion itself is divided (24). Then again, as the
Royal College of Psychiatrists' guidelines emphasise
(25), much psychiatric research can be carried out
with patients whose capacity for consent is unim-
paired. The capacity for consent, furthermore, is not
all-or-nothing. Hence, even with severely incapaci-
tated patients it may still be possible to obtain valid
consent if sufficient care is taken in overcoming the
difficulties (see below).

It is also important to be aware that even when
patients really are incapable of meaningful consent,
the ethics of research are not all one way. Proceeding
without consent is certainly ethically hazardous. But
if a potentially important advance in medical know-
ledge is at stake, and if, further, the risks of harm are

minimal, it could well be unethical not to proceed.
There are possible parallels here with the case of
children who have not reached a stage of maturity at
which they are able to give meaningful consent.
Adult patients should not be treated as children,
especially if they are severely incapacitated; this
(which happens all too frequently even in ordinary
clinical care) would be an affront to the dignity ofthe
person concerned. But similar balancing considera-
tions lie behind the justification of research in the
two kinds of case: the balancing of responsibilities
against rights, of longer term benefits against
immediate wishes, of the needs of society against
those of the individual. Provided, therefore, a

humane and sensitive approach is adopted, and that
the agreement of close relatives and other caregivers
is obtained, research at least with assenting adult
incompetent patients is unlikely to be regarded as

unethical.
On the other hand, though, it is important that

the problems are not underestimated. There is a

tendency in published guidelines to play down the
difficulties raised by research with incompetent
patients, to suggest that they are merely theoretical,
or apply only to small numbers and exceptional
cases. The Royal College of Psychiatrists' guidelines,
for example, while emphasising the importance of
the ethical problems raised by incompetent patients,
suggest that this 'group is small' since 'to suffer from
severe dementia or mental handicap does not neces-

sarily imply incompetence; and incompetence to
make one kind of decision does not necessarily mean
incompetence to make another kind' (25).

Yet this is too anodyne, surely. Even 'mild'
dementia (as defined, say, by the 'mini-mental state'
examination) (26) may involve failures in such ele-
mentary cognitive tasks as remembering a list of
three household objects (for example, comb, table,
flower) after two minutes, or reciting the months of
the year backwards. So that by any 'commonsense'
standards (to which, as described above, the

assessment of risk is referred by the Royal College of
Psychiatrists' guidelines) such patients, let alone
those with severe dementia, can hardly be consid-
ered competent to make complex decisions about
participation in research.

As already stated, it is important that the
problems in this area are not exaggerated. This is
important, if for no other reason than exaggeration
could inhibit research with precisely those patients -
those most severely incapacitated - who are in great-
est need. But denial may not be the best way to
facilitate research. It could lead to unsatisfactory
(because ill-founded) consideration of the ethical
problems in this area, and hence to an increased
rather than decreased risk of unethical research
practice. Similarly, the fear of litigation is bound to
persist so long as the present uncertain state of the
law is allowed to continue. This fear, furthermore, is
one to which not only researchers, but also the
members of research ethics committees are subject,
given the responsibilities of the latter in law (Royal
College of Psychiatrists' guidelines (27). That the
fear of litigation is to some extent justified, is shown
by the fact that some commentators, notably those
representing organisations concerned to protect
patients' rights, have sought to proscribe certain
groups from research altogether. MIND, for
example, took this position in its evidence to the
Royal College of Physicians' Working Party on
Research involving Patients.

Proscribed patients
As a response to the problems raised by research
with incompetent adult patients, proscription may
be variously motivated. It may be strategic, a group
identified as particularly vulnerable being proscribed
with the intention of setting a clear limit to what is
perceived as the legitimate scope of research.
Proscription, again, may be precautionary: from a
medico-legal point of view, for example, it is no
more than prudent to avoid research with dissenting
patients wherever possible.

As a specifically ethical response to the difficulties,
however, proscription is less readily justified.
Patients have a right to decline to take part in
research, and proscription recognises the need to
protect those who may not be capable of exercising
that right. But as the Royal College of Psychiatrists'
guidelines indicate (28), there are countervailing
rights: a right to the best treatment; and a right to
take part in research and thus to contribute to estab-
lishing which treatments are best. These latter rights,
furthermore, correspond with the responsibilities of
doctors and other health-care workers to improve
our knowledge of the risks and benefits of medical
treatments. The principle of necessity, as a principle
of distributive justice, must always be satisfied. It
must always be the case that a given research project
cannot be done with a less vulnerable group. This
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principle alone will ensure that, say, dissenting
patients are rarely if ever involved in research. But
such patients should not be proscribed as such.
There will always be a balance of considerations; of
risks with benefits, for the patient and others; of
rights with rights; and of rights with responsibilities.

A balance model of ethical reasoning
Proscription represents an extreme case of the desire
for certainty in ethical decision-making, for rules
that can be used as a substitute for ethical reasoning.
It is part of the argument of this paper that ethical
guidelines in general should not be used in this way.

As against this, however, the very variety of consid-
erations that have to be weighed in a balance 'model'
of ethical reasoning, places a considerable extra
demand on those carrying out research.
A properly constituted research ethics committee

can be helpful here. Indeed, in respect of the first
three guiding principles in particular (knowledge,
necessity and benefit), referral to a research ethics
committee is an essential procedural safeguard. But
the special contribution of such a committee is
derived from the variety of opinion that it represents.
In respect of empirical considerations, although not
constituted as a scientific review body, it may
include (or where appropriate can co-opt) relevant
experts. Equally important, though, as a counter-
balance to the enthusiasms of experts, are the
opinions of lay members. This is true of empirical
considerations. It is true to an even greater extent of
evaluative considerations. Precisely because such a

committee is not constituted as a scientific review
body, it can draw on a range of points of view in
coming to balanced conclusions on questions of
value.

It is here, though, that we begin to see the central
role of researchers themselves. If good standards of
practice in research could be secured simply by
reference to a set of rules or a check-list, then
procedural safeguards would be sufficient. But if a

balanced view is to be achieved across a variety of
opinion, in particular lay or non-specialist opinion,
then responsibility for providing clear and relevant
information about a proposed research project rests
firmly with the researcher. Most research proposals
are subject to scientific peer review and, as already
noted, there may be differences of opinion between
experts, especially in relation to certain areas of
psychiatric research. This makes it all the more

important, however, that in submitting a research
proposal to an ethics of research committee,
researchers provide clear non-technical information
on all matters relevant to the ethical aspects of their
work.

This will clearly be so in relation to the first three
guiding principles - the likely increase in knowledge,
the necessity for working with the group of patients
proposed, and the balance of benefits and harms.

But the point is made especially strongly in respect
of the fourth principle, that of consent. Thus:

i) Covert coercion: Various proposals have been made
for protecting the patient from covert coercion: that
consent be requested by a third party (for example, a
nurse or doctor not involved in the research); that a
relative, or even a 'befriender' or 'advocate', be
present; that consent be requested in the patient's
home or some other informal environment. Each of
these proposals may be helpful in certain circum-
stances. However, the patient and researcher must
eventually come face to face, if not at the outset,
then during the course of the research. This is
because consent should not be just a one-off event
but an on-going state, with the patient retaining the
ability to withdraw at any stage. Hence, responsibil-
ity for avoiding undue pressures inevitably comes
back in the end to the researcher.
ii) Disclosure of information: As described above, even
though the standards for disclosure of information
are higher for research than for ordinary clinical
practice, it remains the case that full disclosure is
rarely practical. Hence a view must always be taken
about how much information is necessary for
consent to be valid in a given case. There are various
ways in which this might be achieved. An ethics of
research committee will always be involved, how-
ever, and the committee will be dependent on the
information supplied to it by the researcher, as
already described.
iii) Difficulties arising from specific psychopathologies:
The researcher, through his or her specialised
knowledge, is likely to be the best person to deal with
any difficulties of valid consent arising from the
patient's psychopathology. Many of the difficulties
of decision and action, especially those related to
severely impaired insight, are poorly understood,
and there is often little that can be done about them
(but see below). Communication difficulties, how-
ever, are rather well understood. It is reasonable
therefore to expect that the experimental design
should include proposals covering both general
communication skills (use of appropriate language,
repetition, sufficient time for questions and answers,
written material for the patient to keep, etc), and
also the means for dealing with difficulties arising
from particular psychopathologies. The importance
of this is not only ethical but also heuristic, since the
way in which a patient understands the nature of a
research procedure may materially affect the results
obtained.

Other considerations
Important as it is, there is more to the development
of good practice in research than a sound 'model' of
ethical reasoning. First, there is a need for educa-
tion. Many medical schools are now providing train-
ing in medical ethics and law and in the
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communication skills that are essential to good
practice. These subjects are as important in research
as in ordinary clinical care. Then again, there is a
need for vehicles for the accumulation of shared
experience. The royal colleges could provide this; or
perhaps a national research ethics committee, or
even an association established on voluntary lines.

Above all, though, there is a need for research
practice itself to become a subject of research. It will
be clear from what has been said in this paper, that if
standards of practice in research are to improve,
research on research is needed in a number of areas:

i) empirical: Covering communication skills, what is
helpful and what is not, in general and with specific
psychopathologies;
ii) ethical: For example, examining what patients,
relatives, nurses and other clinical caregivers, actu-
ally feel about research. It is generally assumed that
research is an imposition. But it can have beneficial
effects on outcome (29,30). Moreover, patients may
actually welcome the opportunity to take part in
research, and thus to help others with problems
similar to their own.
iii) conceptual: Directed especially towards clarifying
the concepts of health and disease. One reason for
the difficulties raised by incompetent patients is that
the connections (ie, the conceptual connections)
between psychopathology and rationality are so
poorly understood (20,31) (this is especially so for
impairment of insight, as in deluded patients).
Conceptual analysis may also contribute to
improved communication generally, for example by
making explicit and clarifying cultural differences in
the conceptualisation of health and disease.
iv) medico-legal: The problem of the legal ineffective-
ness of proxy consent with adult patients has only
recently begun to be considered in the United
Kingdom in connection with treatment, and in con-
nection with research it has received hardly any
attention at all. There is a view that the law in this
area should be allowed to develop case-by-case. But
the insecurities this will engender have already been
outlined. Case law, furthermore, is no guarantee that
appropriate legal principles will become established:
the emphasis, for example, on the patient's best
interests in the judgement in the recent case of 'F'
(32), underlines the potential divide in this area
between the requirements respectively of research
and ordinary clinical care.

Research budgets are of course severely limited.
With the help of researchers themselves, however,
research on research need not be expensive. Thus,
while there is a need for direct funding of research on
research, much useful work could be piggy-backed
on other projects. For example, one or two addi-
tional questions could be included in a question-
naire, covering how the patient felt about being
asked to participate in the research, whether the
experience was as he or she had been led to expect,

and so on. 'Market research' of this kind could
provide an invaluable guide to the development of
future projects. More ambitious work along the
same lines could be attempted by including addi-
tional disciplines (a philosopher, or a medical
anthropologist, say) in a research team. Similarly,
with a minimum of additional administration,
research ethics committees could monitor the out-
come of at least a proportion of their decisions. It is
well recognised that there is considerable variation in
the way these committees operate (33), and a small
additional effort to assess their effectiveness would
seem worthwhile.

Each of these proposals would involve
researchers in a certain amount of additional work.
But to balance this, on the profit side as it were, the
returns from research on research could be con-
siderable. Such research would address public
concerns, reduce rates of refusal and 'drop out', and
improve the quality of research itself. As in other
areas, then, the ethical requirements of good
practice, far from being an impediment, are entirely
compatible with and support the proper objectives
of research with patients.

Conclusions
Although sometimes perceived as a barrier to
research, a properly functioning ethics of research
committee can provide valuable guidance and
support in the development of research proposals
involving patients. Recently published guidelines
should contribute to this process by establishing
principles of good practice broadly acceptable to
everyone involved in research, not least patients
themselves and their relatives. Nonetheless the
primary responsibility for good practice in research
comes back at a number of points to those actually
carrying out the research.
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