Editorials
such as methods for undertaking systematic reviews
and health services research have substantial literature.5 6 Such evidence matters because it can improve
the quality of research and ultimately improve clinical
care and health policy. As more is known about the
factors associated with high quality research, it is up to
investigators to make more use of research findings.
The review by Edwards and colleagues is a valuable
step towards making evidence based research a reality.
Liam Smeeth clinical lecturer in epidemiology

links with them. LS is an unpaid editor for the Cochrane
Collaboration.
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Implications of the EU directive on clinical trials for
emergency medicine
Many trials in emergency medicine will not be possible
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laudable attempt by the European Union to
implement good clinical practice in the
conduct of clinical trials on drugs for human
use will, unless amended, make impossible a range of
potentially life saving studies after May 2004.
Directive 2001/20/EC, adopted in April last year, is
an important and comprehensive document.1 It is a
cornerstone of a Europe-wide harmonisation of the
provisions governing clinical trials and can be
expected to foster and facilitate multinational clinical
research. It will be adopted by member states before 1
May 2003, and its provisions will be applied from 1
May 2004 at the latest.
Several articles in the directive deal with the
protection of clinical trial subjects. Article 5 outlines
the conditions for research in incapacitated patients
unable to give informed consent. The article, however,
is framed to address the needs of individuals who are
incapacitated for long periods, many even permanently. A clinical trial can only be done if “informed
consent of the legal representative has been obtained.”
This will be difficult in many emergencies—when
a patient is suddenly and perhaps temporarily
incapacitated.
In some countries, such as the United Kingdom,
there appears to be no provision for a legal
representative for incapacitated patients. This means
the doctor in charge takes responsibility for entering
the patient into the trial. The situation appears to be
similar in Spain and in Norway. In the Netherlands
consent may be given by the life partner, at least in
acute emergencies. In Germany patients may be
enrolled if it can be assumed that the effectiveness of a
treatment appears to be unclear. In other countries
such as Ireland and Austria the situation may be more
difficult. Legal representatives cannot be produced
quickly and usually do not even exist, since a healthy
adult person does not need a legal representative.
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Therefore, many studies performed in emergency
medicine will no longer be possible after May 2004.
Acute diseases such as cardiac arrest, major stroke,
or severe trauma are major health burdens. How shall
we assess the effectiveness of healthcare interventions
in patients with such diseases in the future? The directive may not only affect unconscious people. Thousands of patients with acute myocardial infarction have
been enrolled in clinical trials so far. Many of these
have severe pain on admission and receive treatment
with opiates: can they give informed consent,
particularly those with cardiogenic shock? Research in
the acute care setting is already difficult and this directive will make it even more difficult.
The provisions of article 5 draw a sorry parallel to
current legislation in Austria regarding the clinical
testing of medical devices. Article 49 of Austria’s Medical Device Act (implemented in 1996) states that any
clinical study on a medical device can be done only if
the patient has given her or his informed consent. At
first sight, this seems reasonable and clearly in the spirit
of the Helsinki Declaration. No provision exists,
however, for a patient who is temporarily unable to
give consent. Consequently, any device designed for
use in emergency situations, such as cardiopulmonary
resuscitation, cannot be used in a clinical trial
anywhere in Austria.
This legislation has created the absurd situation
that a modern, industrialised country, loyal to the ethical principles of the Helsinki Declaration, leaves
research and testing of medical devices to other countries. Austria is ready to use it only after clinicians and
patients in other parts of the world have taken the risk
of researching the intervention. Outside a clinical
study, however, physicians are legally permitted to use
any medical device if they think it is best for their
patients. It seems barely credible that any legislation
can create such an illogical situation for patients and
their doctors.
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Until now this situation was believed to be an alpine
peculiarity, waiting to be amended as soon as the new
European Union directive 2001/20/EC was incorporated into national law. Austrian researchers hoped
that this directive would bring about the necessary
changes in their Medical Device Act. Their hopes are
now dashed, as Austria’s affliction spreads into a European disease. It is unethical to create a Europe behind
walls, which leaves others to solve research problems
and then makes use of their work.
A solution to this sorry situation should be a quick
amendment of the directive. The alternatives, such as
alternative interpretations of the new regulations2 and
civil disobedience, do not appear to be an acceptable
way forward. We should remember that provision 6 of
the Helsinki Declaration requires that “Even the best
prophylactic, diagnostic, and therapeutic methods
must continuously be challenged through research for
their effectiveness, efficiency, accessibility, and quality.”
Directive 2001/20/EC has undoubted merit and
deserves respect, but it must set the rules for research

in all clinically important situations and not hinder
such research. Or should we simply deprive all acutely
incapacitated adults of the benefits of proper research
in the future?
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Selection of medical students
Affirmative action goes beyond the selection process

I

n many aspects of human endeavour great achievers enter their chosen field with an innate ability
that enables them to outperform their peers who
have a similar education or training. Medical educators,
perhaps vainly, pay a lot of attention to the design of
the curriculum and little to the selection of students.
Hughes has posed the question, “Can we select better
medical students?”1 Surely we can, and we should then
apply the aphorism “first do no harm” to our medical
education programmes.
In an overview of selection processes for medical
students, two interacting issues emerge. The first is
assessment of the merit of individual applicants. The
second is the special admissions schemes that aim to
alter the demographic composition of the medical
profession by promoting the selection of students from
some particular socioeconomic, ethnic, or geographical faction. The first issue may include measures of
scholastic achievement, aptitude tests, and selection
interviews. The second involves affirmative action programmes designed to redress inequities from the past
or to produce a professional group whose composition
more closely reflects the social group for which they
are going to care. These two issues may act in concert
or in conflict. Providing places in medical schools for
students who have been educationally disadvantaged,
and have had their merit underestimated, may result in
an intake of people whose genuine, rather than apparent, merit makes them highly desirable. Selecting large
numbers of students from a particular ethnic group
may, however, exclude more meritorious students from
other groups.
The aspects of individual merit that are most
relevant to admission to medical school are hard to
define, but Hughes makes a strong case for the
relevance of general intelligence.1 She points out that,
for most complicated tasks, intelligence is a good pre1170

dictor of achievement. Nevertheless, selection based on
previous scholastic success, essentially as a surrogate
for intelligence, has generally served medical schools
well. The predictive capacity of previous scholastic
achievement, however, fades with progression through
the course. Intelligence is multidimensional, and
greater emphasis could be placed on some of its
forms—for example, emotional intelligence.2
Aptitude tests such as the medical college
admission test (MCAT),3 the graduate Australian medical school admission test (GAMSAT),4 and the
undergraduate medical and health science admission
test (UMAT) (D Powid, personal communication) have
been developed by consortia of medical schools but,
with the exception of the MCAT, published data on
their efficacy are of insufficient quality.
Interviews used in selecting medical students range
from tightly structured and objective, through semistructured procedures, to the unstructured interviews
that are the subject of many anecdotes. An example of
a structured interview is that recently developed at St
George’s Hospital Medical School in London.5 At
Monash University in Australia a semistructured interview has been conducted for the past decade. This
instrument was trialled for two years before being
incorporated in the selection process—the interviews
were conducted and scores recorded for validation but
not actually used for selection at that time. During
those two years, some students with very low interview
scores were admitted to the course. This enabled the
reliability, concurrent validity (by correlation to
psychometric tests), and predictive validity of the interview to be established.6 7
Special schemes to promote the admission of
applicants from particular under-represented groups
generally have two elements. Firstly, these groups are
usually disadvantaged in various socioeconomic
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