‘Consent rituals’ in evaluation
of coercive care
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Medical research is a pre-requisite for main-
taining good clinical care and advancing our
knowledge base. Before new interventions
can be introduced into clinical practice,
their effects have to be tested in research
settings, often involving patients. Ethics
committees, among other things, are con-
cerned with protecting the interests of
patients participating in research." This is
particularly acute for evaluation of treat-
ments and especially sensitive when partici-
pants have mental health issues.

In psychiatry emergency situations, the
levels of patient violence are high. Violent
behaviour occurs in up to 30% of those
who attend or are brought to psychiatric
services for the first time,? and these acute
violent situations represent a risk for the
patients themselves, for other patients
and for the staff.?> Guidelines recommend,
first line, to calm the situation using
words and reassurance, to acquire a diag-
nostic history and to complete physical
and laboratory tests before starting drug
treatment. Yet, if these techniques fail,
effective and urgent alternative interven-
tions are necessary to ensure the safety of
everyone involved. To date, some of these
interventions in psychiatric care remain
coercive, ° but many of these approaches
have not been subject to fair evaluation
within trials despite calls from national
bodies® 7 as well as grieving relatives.®

Where trials of treatments given under
coercion have been undertaken, they have
frequently necessitated informed consent
from participants. These procedures
generate a delay in the enrolment of par-
ticipants and make results difficult to
apply to everyday care. For those inter-
ested in research in this area, the issue of
informed consent has dogged progress.”

In routine care, often out of urgent
necessity, consent may not be gained
before action has to be taken. We argue
that the same should apply more com-
monly in experimental conditions in emer-
gency care where routine but underevaluated
treatments are used. Consent should not
necessarily be gained before random allo-
cation and management.” It is understood
that trials of treatments used in acute
emergency services are both important
and ethical, including those in situations
relevant to emergency mental healthcare
(section 29, Declaration of Helsinki).!
However, few trials relevant to mental

healthcare take place in these circum-
stances, and almost none in Europe.

Persuasive evidence from the CRASH
trial—a large international randomised
study evaluating the effects of intraven-
ous corticosteroids on death in people
with serious head injury—has wide
implications across specialties, not least
ours.'’ To run CRASH, many centres had
to be involved: 239 hospitals from 49
countries. All collaborating investigators
were required to secure local ethics or
research committee approval before start-
ing recruitment. Some hospitals waived
the need for consent, whereas others did
not. If consent was required from rela-
tives, initiation of treatment was delayed
by a little over 1h (1.2 h, 95% CI 0.7 to
1.8). In normal practice, this sort of
delay would not have occurred. Because
of different practices of ethics require-
ments within the same trial and because
the dataset was large, Roberts et a/'?
could show how the delay brought about
by stipulation of the local ethics commit-
tee for the researchers to gain informed
consent in this trial increased mortality:.
Well-meaning ‘consent rituals’, as Roberts
et al*? put it, were lethal.

In every emergency setting, care deci-
sions must be made in a short period
of time, and the more time wasted,
the more the risk of death or severe
damage increases. Stipulating the need for
consent in situations that delay urgent
care may actually not be ethical.
Researchers in this area need the help of
thoughtful and confident ethics commit-
tees to truly protect the patient’s inter-
ests by supporting evaluative research in
this area—choices exist. Consent from
others, some provision for waiver of
consent, consent given in advance or no
consent at all may be ethical options as
long as procedures are in place to max-
imally protect patient rights.

Examples of pragmatic trials in this
area come from the experience of authors
working outside of Europe and the
USA.'® ¥ These studies—carried out in
Brazil and in India—were randomised
evaluations comparing intervention strat-
egies (physical restraints versus seclusion
room; or pharmacological treatments) for
management of people with acute aggres-
sion or agitation owing to serious mental
illness.  Trials were undertaken in

emergency  conditions, administering
treatments already used in clinical prac-
tice and in situations where there was a
genuine doubt about which intervention
would be best for each patient. In these
studies, no informed consent was asked
for from participants before randomisa-
tion. Because of the nature of these trials,
the committees requested additional pro-
cedures from the researchers, but these
procedures did not interfere with a trial
design that dovetailed into routine
care.’® 1 These ethics committees under-
stood the limited nature of the evidence
upon which people in their region were
being treated. They also understood that
this well-meaning care, built on founda-
tions of such limited evidence, left their
institution vulnerable to criticism. They
decided that, in the light of limited or
almost inapplicable evidence, patients’
rights were even best served by random-
isation without consent. Put another
way, these committees supported the
view that these vulnerable—albeit violent
—psychotic people had a right to be ran-
domised under highly monitored condi-
tions that did not detract from routine
care, and required careful evaluation and
control. In this way, treatments in their
hospitals would be fairly administered as
well as fairly evaluated.

Another pragmatic approach is to
conduct cluster randomised trials, where
the unit of random allocation is a group
or a cluster (such as a clinical unit or a
hospital ward), not the single partici-
pant.’® In these trials, all patients are
treated according to an experimental or
control protocol approved by the ethics
committee before the trial starts, but
informed consent may not be required
from each patient involved. One example
is Van de Sande et al’s' cluster rando-
mised trial conducted in four psychiatric
wards located in Rotterdam, the
Netherlands. This study evaluated the
effect of risk assessment on the number
of aggression incidents and the use of
seclusion in psychiatric settings. Four
wards were divided into two experimen-
tal and control clusters, and all patients
admitted during the study period (nearly
600 involuntary patients) were included.
This study protocol was approved by the
regional ethics committee, but no
consent procedures were completed
before enrolment.

Although guidelines used in Europe'®
are happy to consider evidence from trials
from Brazil and India, noting the two
trials that were available at the time of
the guideline’s publication'? to be “unlike
most of the other studies [...], both were
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large studies of a high methodological
quality” (p. 77), more local trials are
needed. We hope European ethics com-
mittees will also promote high-level
research in this underevaluated area of
care and not delay or put unnecessary
barriers in the way of evaluation. Patients
and their carers need good applicable
evidence of the effects of treatments—
especially those given under conditions of
coercion. Large trials, even from care cul-
tures far from home, may, because of per-
suasive results*® change local practice’’—
but this is rare. Having been set a standard
by the committees of Brazil and India, we
think these models could be imported into
Europe. We are pleased to see this begin-
ning to happen through the Netherlands,
but barriers which preclude routine care
being fairly tested as well as procrastin-
ation are not only unethical, but may also
be lethal.

Marianna Purgato,! Maritta Valimaki,2
Richard Whittington,® Andrew Clifton,*
Evandro S F Coutinho,® Gisele Huf.®
Prathap Tharyan,’ Clive E Adams®

"Department of Public Health and Community Medicine,
Section of Psychiatry, University of Verona, Verona, Italy
Department of Nursing Science, University of Turku and
Southwest Hospital District, Turku, Finland

3Department of Health Services Research, Institute of
Psychology, Health and Society, University of Liverpoal,
Liverpool, UK

*Community & Education Studies, School of Health,
Northumbria University, Newcastle, UK

®Department of Epidemiology, National School of Public
Health, Oswaldo Cruz Foundation, Rio de Janeiro, Brazil
®National Institute of Quality Control in Health—Oswaldo
Cruz Foundation, Rio de Janeiro, Brazil

"Centre for Evidence-Informed Healthcare, Christian
Medical College, Vellore, Tamil Nadu, India

®Division of Psychiatry, University of Nottingham,
Nottingham, UK

Correspondence to Dr Marianna Purgato, Department of
Public Health and Community Medicine, Section of
Psychiatry, University of Verona, Verona 37134, Italy,
marianna.purgato@univr.it

Competing interests None.

REFERENCES

1. Savulescu J, Chalmers |, Blunt J. Are research
ethics committees behaving unethically? Some
suggestions for improving performance and
accountability. BMJ 1996;313:1390-3.

2. Dean K, Walsh E, Morgan C, et al. Aggressive
behaviour at first contact with services: findings from
the AESOP First Episode Psychosis Study. Psychol
Med 2007;37:547-57.

3. Huf G, Coutinho ES, Adams CE, et al. Physical
restraints versus seclusion room for management of
people with acute aggression or agitation due to
psychotic illness (TREC-SAVE): a randomised trial.
Psychol Med 2012, in press.

4. Bowers L, Van Der Merwe M, Paterson B, et al.
Manual restraint and shows of force: the City-128
study. Int J Ment Health Nurs 2012;21:30-40.

5. Singh AR. Covert treatment in psychiatry: do no
harm, true, but also dare to care. Mens Sana
Monagr 2008;6:81-109.

6. NICE. Violence and aggression in general practice:
guidance on assessment and management. http:/
www.nice.org.uk/aboutnice/whoweare/aboutthehda/
hdapublications/violence_and_aggression_in
general_practice_guidance_on_assessment
and_management.jsp (accessed 23 Jan 2013).

7. Sailas E, Fenton M. Seclusion and restraint for
people with serious mental illnesses. Cochrane
Database Syst Rev 2000;(2):CD001163.

8. BBC. Restrained man died at hospital. http:/www.
bbe.co.uk/news/uk-england-nottinghamshire-
13419684 (accessed 23 Jan 2013).

9. Chan E. May | have your consent? Informed consent
in clinical trials—feasibility in emergency situations.
J Psychiatr Intensive Care 2012;7:109-13.

10.  Declaration of Helsinki. Ethical principles for
medical research involving human subjects. http:/

20.

21.

www.wma.net/en/30publications/10policies/b3/index.
html (accessed 23 Jan 2013).

Roberts |, Yates D, Sandercock P et al. Effect of
intravenous corticosteroids on death within 14 days
in 10008 adults with clinically significant head injury
(MRC CRASH trial): randomised placebo-controlled
trial. Lancet 2004;364:1321-8.

Roberts I, Prieto-Merino D, Shakur H, et al. Effect of
consent rituals on mortality in emergency care
research. Lancet 2011;377:1071-2.

Huf G, Coutinho ES, Ferreira MA, et al. TREC-SAVE:
a randomised trial comparing mechanical restraints
with use of seclusion for aggressive or violent
seriously mentally ill people: study protocol for a
randomised controlled trial. Trials 2011;12:180.

Huf G, Coutinho ES, Adams CE. Rapid tranquillisation
in psychiatric emergency settings in Brazil: pragmatic
randomised controlled trial of intramuscular
haloperidol versus intramuscular haloperidol plus
promethazine. BMJ 2007;335:869.

Huf G, Coutinho ES, Adams CE. TREC-Rio trial: a
randomised controlled trial for rapid tranquillisation
for agitated patients in emergency psychiatric

rooms (ISRCTN44153243). BMC Psychiatry
2002;2:11.

Barbui C, Cipriani A. Cluster randomised trials.
Epidemiol Psychiatr Sci 2011;20:307-9.

Van de SR, Nijman HL, Noorthoorn EQ, et al.
Aggression and seclusion on acute psychiatric wards:
effect of short-term risk assessment. Br J Psychiatry
2011;199:473-8.

NICE. Violence: the short-term management of
disturbed/violent behaviour in in-patient psychiatric
settings and emergency departments. http:/
guidance.nice.org.uk/CG25/ (accessed 23 Jan 2013).
TREC Collaborative Group. Rapid tranquillisation for
agitated patients in emergency psychiatric rooms: a
randomised trial of midazolam versus haloperidol plus
promethazine. BMJ 2003;327:708-13.

Eclampsia Collaborative Group. \Which
anticonvulsant for women with eclampsia? Evidence
from the Collaborative Eclampsia Trial. Lancet
1995;345:1455-63.

Gulmezoglu AM, Duley L. Use of anticonvulsants in
eclampsia and pre-eclampsia: survey of obstetricians
in the United Kingdom and Republic of Ireland. BMJ
1998;316:975-6.

EBMH Month 2013 Vol 00 No 00


http://www.nice.org.uk/aboutnice/whoweare/aboutthehda/hdapublications/violence_and_aggression_in_general_practice_guidance_on_assessment_and_management.jsp
http://www.nice.org.uk/aboutnice/whoweare/aboutthehda/hdapublications/violence_and_aggression_in_general_practice_guidance_on_assessment_and_management.jsp
http://www.nice.org.uk/aboutnice/whoweare/aboutthehda/hdapublications/violence_and_aggression_in_general_practice_guidance_on_assessment_and_management.jsp
http://www.nice.org.uk/aboutnice/whoweare/aboutthehda/hdapublications/violence_and_aggression_in_general_practice_guidance_on_assessment_and_management.jsp
http://www.nice.org.uk/aboutnice/whoweare/aboutthehda/hdapublications/violence_and_aggression_in_general_practice_guidance_on_assessment_and_management.jsp
http://www.nice.org.uk/aboutnice/whoweare/aboutthehda/hdapublications/violence_and_aggression_in_general_practice_guidance_on_assessment_and_management.jsp
http://www.bbc.co.uk/news/uk-england-nottinghamshire-13419684
http://www.bbc.co.uk/news/uk-england-nottinghamshire-13419684
http://www.bbc.co.uk/news/uk-england-nottinghamshire-13419684
http://www.bbc.co.uk/news/uk-england-nottinghamshire-13419684
http://www.bbc.co.uk/news/uk-england-nottinghamshire-13419684
http://www.bbc.co.uk/news/uk-england-nottinghamshire-13419684
http://www.wma.net/en/30publications/10policies/b3/index.html
http://www.wma.net/en/30publications/10policies/b3/index.html
http://www.wma.net/en/30publications/10policies/b3/index.html
http://www.wma.net/en/30publications/10policies/b3/index.html
http://guidance.nice.org.uk/CG25/
http://guidance.nice.org.uk/CG25/
http://guidance.nice.org.uk/CG25/
http://ebmh.bmj.com/
http://group.bmj.com

Downloaded from http://ebmh.bmj.com/ on September 17, 2016 - Published by group.bmj.com

'‘Consent rituals' in evaluation of coercive
care

Marianna Purgato, Maritta Valimaki, Richard Whittington, Andrew Clifton,
Evandro S F Coutinho, Gisele Huf, Prathap Tharyan and Clive E Adams

Evid Based Mental Health published online February 20, 2013

Updated information and services can be found at:
http://ebmh.bmj.com/content/early/2013/02/19/eb-2012-101190

These include:

References This article cites 14 articles, 5 of which you can access for free at:
http://ebmh.bmj.com/content/early/2013/02/19/eb-2012-101190#BIBL

Email alerting Receive free email alerts when new articles cite this article. Sign up in the
service box at the top right corner of the online article.

Topic Articles on similar topics can be found in the following collections

Collections EBMH Notebook (73)
Editor's choice (89)
Emergency medicine (51)
Informed consent (20)
Legal and forensic medicine (30)
Research and publication ethics (10)
Clinical trials (epidemiology) (987)
Epidemiology (1565)
Epidemiologic studies (629)
Neurology (1065)

Notes

To request permissions go to:
http://group.bmj.com/group/rights-licensing/permissions

To order reprints go to:
http://journals.bmj.com/cgi/reprintform

To subscribe to BMJ go to:
http://group.bmj.com/subscribe/


http://ebmh.bmj.com/content/early/2013/02/19/eb-2012-101190
http://ebmh.bmj.com/content/early/2013/02/19/eb-2012-101190#BIBL
http://ebmh.bmj.com//cgi/collection/ebmh_notebook
http://ebmh.bmj.com//cgi/collection/editors_choice
http://ebmh.bmj.com//cgi/collection/emergency_medicine
http://ebmh.bmj.com//cgi/collection/informed_consent
http://ebmh.bmj.com//cgi/collection/legal_and_forensic_medicine
http://ebmh.bmj.com//cgi/collection/research_and_publication_ethics
http://ebmh.bmj.com//cgi/collection/clinical_trials_epidemiology
http://ebmh.bmj.com//cgi/collection/epidemiology
http://ebmh.bmj.com//cgi/collection/epidemiologic_studies
http://ebmh.bmj.com//cgi/collection/neurology
http://group.bmj.com/group/rights-licensing/permissions
http://journals.bmj.com/cgi/reprintform
http://group.bmj.com/subscribe/
http://ebmh.bmj.com/
http://group.bmj.com

