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The mortality and morbidity rates in patients with acute, life-threatening conditions such as
severe traumatic brain injury, cardiac arrest, severe sepsis, and stroke are high. Therefore,
an ethical imperative exists to develop and test new therapeutic strategies for these
conditions. Conducting research in emergency and critical care settings provokes several
unique ethical, legal, and practical concerns: the emergency nature of the intervention, the
incapacity of the patients (and their relatives) to give informed consent before inclusion,
short therapeutic time windows, and a relatively high risk-benefit ratio that may be
acceptable in view of an already bad prognosis. The issue of conducting research in
emergency settings, without prior patient or proxy consent, is an especially challenging one.
Stating that prior informed consent is absolutely necessary would mean that it is almost
impossible to conduct emergency research.

For good reason, (inter)national regulations on principles of good clinical practice are

applied to all medical research. In addition, ethical principles include respect for autonomy of

the subject; protection against discomfort, risk, and exploitation; preventing harm; and the
prospect of potential benefit.: Obtaining prior informed consent respects these basic
principles. However, informed consent can seldom be obtained from patients in emergency
and critical care settings. Most institutional review boards have pragmatically accepted that
proxies should then provide prior informed consent. Nevertheless, these proxies are not
always available in a timely manner or are, in the acute phase, too overwhelmed by the
serious patient condition to understand the provided information in order to give a valid
judgment.1So, can we include patients in research projects without prior consent in the
acute phase? In most European countries it is nowadays legal to defer (patient and proxy)

consent, but this issue is not always settled in domestic law. With deferred consent, patients

are included in a trial without prior consent. After inclusion, the patient or his/her
representatives should be informed as soon as ethically feasible and subsequent consent
should be requested.: This principle of ‘act first and ask later’ is ethically, legally, and
practically defendable.: From the patients’ point of view, they can profit from the presumed
benefit of the trial drug or intervention. From the representatives’ point of view, they will be
spared the burden of setting their mind on deciding to consent or refuse inclusion of their
loved one in acute medical research. From a practical point of view, researchers do not have
to wait with a possibly beneficial treatment until the moment it is ethically valid to approach
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The Newsletter Editor readers to contribute a 400 word
short paper entitled: "The article (or the lecture) which
changed my practice" to the next issue of the ESA

Newsletter.

Look into your professional past and find that piece of
information, offered in writing or verbally, by a
researcher, clinician or teacher, who illuminated your
professional way and made you change your daily

practice, or views about our field of activity.

Please, send your materiel to the Editor:

gurman@bgu.ac.il. We will reply as soon as possible.
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the proxies of the acutely ill patient for the consent procedure. As long as the mortality and
morbidity of severely ill or traumatized patients are high and the benefit of standard
treatment is low, we have to keep on searching for additional and effective treatments.s
Deferred consent is an ethically valid solution to such research; so, in many European
countries, the family of a critically ill patient in intensive care can be asked for consent for
inclusion in a trial starting the question with 'Yesterday, we included your son in a clinical

trial’.
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We Are Too Few ... Why So Few?!
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Here is the old news: there is a perennial
shortage of anaesthesiologists in Europe. The
news is old because this problem is as old as our
profession.

But the paradox exists in the fact that the more
European physicians choose anaesthesia as
their future career, the more evident is this lack
of anaesthesia manpower all over the
continent.
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Prof Sellevold gained his PhD in 1990 and has
been Professor of Anaesthesiology and
Intensive care since 1996. He practiced mainly
in Trondheim and Bergen where he was Director
of Cardiac Anaesthesia and Intensive Care and
Chairmen of the Department of
Anaesthesiology and Intensive Care,
respectively.
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