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Introduction

What is evidence-based medicine (EBM)? And 
what isn’t? As one of the founding fathers stated: 
“Evidence based medicine is the conscientious, 
explicit, and judicious use of current best evidence 
in making decisions about the care of individual 
patients. The practice of evidence based medicine 
means integrating individual clinical expertise 
with  the best available external clinical evidence 
from systematic research. By individual clinical 
expertise we mean the proficiency and judgment 
that individual clinicians acquire through clini
cal  experience and clinical practice. Increased 
expertise is reflected in many ways, but especially 
in more effective and efficient diagnosis and in the 
more thoughtful identification and compassionate 
use of individual patients’ predicaments, rights, 
and preferences in making clinical decisions about 
their care.”1

“Good doctors use both individual clinical 
expertise and the best available external evidence, 
and neither alone is enough. Without clinical 
expertise, practice risks becoming tyrannized by 
evidence, for even excellent external evidence may 
be inapplicable to or inappropriate for an individual 
patient.”1 We couldn’t agree more.

There is no doubt that the development of EBM 
is a major step forward in medicine. However, this 
paper is the result of our conviction that medical 
practice is indeed sometimes becoming “tyrannised” 
by doctors lacking “individual clinical expertise” 

who are unable to recognise evidence that does not 
originate from a randomised controlled trial (RCT), 
whether applicable or not, despite the opinion 
expressed by one of the most renowned epide
miologists of the past century, who stated that the 
belief that RCTs constitute the only evidence was a 
case of “the pendulum not only swinging too far, 
but coming right off the hook”.2 Furthermore, the 
best answers to some questions can only be obtained 
from other kinds of sources. We are not the only 
clinicians who are concerned that EBM is being 
used too restrictively.3,4

Levels and quality of evidence

A search for the best evidence for a given therapy 
and the subsequent application of this evidence in 
treatment, are considered to result automatically in 
the improvement of patient care, with only the 
“best” treatments that have been “proven to be 
effective” being used in clinical practice. But what 
constitutes “best evidence”? What role can clinical 
expertise play?

“Because the randomised trial, and especially 
the systematic review of several randomised trials, 
is so much more likely to inform us and so much 
less likely to mislead us, it has become the ‘gold 
standard‘ for judging whether a treatment does 
more good than harm. However some questions 
about therapy do not require randomised trials 
(successful interventions for otherwise fatal 
conditions) or cannot wait for the trials to be 
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Even expert opinion can constitute best evidence 
for the applicability of a specific treatment. This is 
particularly dependent on the disease, the content, 
or the idea underlying the cohort study or opinion. 
Incidentally, we do not mean to suggest in any way 
that cohort studies should no longer be scrutinised 
or that expert opinions are always valid. A critical 
approach is always of the essence but it should not 
be “one way only” and it should be seen more often 
when looking at the “gold standard”.

Integrating evidence with clinical expertise

The current medical curriculum allows less and less 
room for learning the true basis of our profession: 
anatomy, physiology and pathophysiology. The 
focus has shifted towards search strategies in 
endless computer databases and reviewing science 
based on methodology. In our opinion, however, 
the assessment of content and relevance should be 
the priority of medical research. “Applying the 
results of critical appraisals involves the essential 
second element of evidence based medicine: 
integrating the evidence with clinical expertise and 
the knowledge of the unique features of patients 
and their situations, rights, and expectations. Only 
after all these matters have been considered can we 
decide whether and how to incorporate the evidence 
into the care of a particular patient.”6 “The third 
step is to evaluate, or appraise, the evidence for its 
validity and clinical usefulness. This step is crucial 
because it lets the clinician decide whether an 
article can be relied on to provide useful guidance.”7 

We would like to suggest that the “second” 
element referred to here should actually be assessed 
first. Indeed, even when it is applied as the third 
step, it still remains crucially important. The mere 
fact that a study is methodologically sound is 
clearly not particularly meaningful in terms of 
applicability or relevance. In patient care, we need 
to individualise the clinical question. We need to 
introduce differentiation in our approach to the best 
evidence we have found in accordance with the 
individual patient facing us. 

Moreover, the shift in focus towards methodo
logical search strategies makes us increasingly 
dependent on the assessment and presentation of 
particular knowledge by colleagues. The Cochrane 
Library, for example, has now assumed almost 
boundless importance. There is no question that the 
authors of this institute present us with a lot of 

conducted. And if no randomised trial has been 
carried out for our patient’s predicament, we must 
follow the trail to the next best external evidence 
and work from there.”1

The fact that specific levels of evidence are 
described indicates by definition that evidential 
value is still found at the “lowest” level. This would 
seem to be frequently forgotten.

Of course, RCTs and the subsequent meta-
analysis of RCTs top the rankings of evidential 
value in methodology. Even so, there can still 
be  major objections to this source of evidence.5 
These objections are particularly important when 
medically substantive concerns are at issue. This 
is  exactly the point at which clinical expertise, 
which needs to be included in our considerations 
according to Sackett et al., fits in.1 Has our cur
rent  knowledge been handled properly? Was the 
research question clinically relevant? Was the study 
equipped to answer the clinically relevant question? 
Unfortunately, these objections are often not readily 
addressed. Objections of this kind are sometimes 
described in veiled terms, placing a stronger 
emphasis on a particular result or conclusion, 
generating more interest in the result and enhancing 
the chances of publication. However, medical 
knowledge as such and patient care in particular – 
the main reasons for elaborating that knowledge – 
are not enhanced. 

Furthermore, there are considerable differences 
between the evidence at each level, as well as in 
the  quality of RCTs, because of the variation in 
the  level of clinical expertise of residents and 
specialised professors. It is questionable whether a 
poorly performed RCT with a clinically unimportant 
question that generates circumstantial evidence 
should really rank higher than a qualified expert’s 
opinion. 

The difference in evidence between a RCT and a 
cohort study may, to some, appear similar to the 
difference between being on the top of the Eiffel 
Tower or somewhere on the ground floor. In our 
view, it is more like the difference between the 
mountaintops in the Alps, which are at nearly the 
same height, even though one is just a little bit 
higher than the other. From the other direction, you 
will still see mountains of evidence and yet there 
will be one mountaintop that is just a bit higher than 
the others.

Cohort studies can indeed supply very good 
evidence of efficacy if certain conditions are met.2 
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eczematous otitis externa and ceruminosis. The 
long-term effect is good and we see high levels of 
patient satisfaction. The authors have each 
performed at least 100 of these operations over the 
last decade and this means that we, as “experts”, 
can safely state that we consider this to be a 
successful form of treatment. Nevertheless, even 
one of our direct colleagues maintains there is 
insufficient evidence supporting the use of this 
therapy. Fortunately, evidence can of course be 
found in a cohort study.9 The suggestion that this is 
not “satisfactory” simply because there is no RCT 
would amount to throwing out the EBM baby with 
the bathwater. 

Severity of condition versus a relatively low risk 
of harm

The authors of reviews are often well versed in 
identifying possible “harm”. Primum non nocere, 
naturally, is also our primary principle in treatment. 
However, no form of treatment is 100% successful 
or altogether devoid of any adverse side-effects. As 
a consequence, the question should be whether the 
adverse side-effects outweigh the possible efficacy 
of the treatment and the severity of the condition. 
We are therefore well advised to pay more attention 
to the severity of certain conditions and to offset 
this against the low incidence of moderately serious, 
and often only temporary, side-effects. There are 
authors whose firm recommendations often seem to 
grant more importance to the possible mild side-
effects of a course of antivirals than to the life-long 
residual symptoms of a facial paralysis from which 
a patient has not fully recovered.10 

Alternatively, there are some authors who are 
prepared to compare methodological shortcomings 
(and indirectly the risk of a possible barotrauma 
due to hyperbaric oxygen therapy) with suffering 
severe hearing loss.11 Incidentally, we do not mean 
to imply that there is unequivocal evidence that 
hyperbaric oxygen therapy is beneficial. However, 
if one concludes that hyperbaric oxygen therapy is 
beneficial, yet subsequently continues to question 
its clinical relevance, this constitutes a substantive 
medical problem. We think that better studies, 
avoiding treatment delay and taking other medically 
relevant issues into account, should be advised but 
that the therapy can be considered a reasonable 
option in the interim.12 (The issue is not that  
the methodological shortcomings result in an 

splendid work; however, blindly following the 
results of the meta-analysis looking at RCTs only 
will take us further along a treacherous road. Even 
though the search and the results sections are 
transparent, the conclusions are often too limited.

We believe that, when RCTs are inconclusive, 
evidence should be searched for at lower levels 
before recruiting patients for new trials. The 
question is not whether the reviews are somehow 
flawed; some conclusions may leave the average 
medical professional – who lacks the in-depth 
knowledge of the subject matter that he or she is 
reading – with a strong impression. Trials often 
mistakenly assume an equal probability distribution 
between the possible outcomes of a study, even 
though we have extensive a priori knowledge about 
the direction of the outcome. In our view, then,“…
identifying the best evidence means using epidemio
logical and biostatistical ways of thinking”8 implies 
that Bayesian statistics – which take previous 
knowledge into account – must be applied more 
often.2

It would appear that expert opinions are no longer 
valued as a form of evidence. However, our past 
professional practices mean that we will continue to 
find evidence at a lower level for some therapies. 
Furthermore, we must continue to draw on this 
evidence base because, as has been pointed out 
elsewhere, epidemiological evidence is available 
for only a small fraction of our daily work.3

This lower-level evidence must be taken into 
account when we decide whether a meta-analysis 
reveals a particular trend or not, or whether it 
confirms the correctness of our current policy. 

Clinical examples 

In this paper, we would like to focus particularly on 
the evidence for therapeutic options; other domains 
such as aetiology, diagnostics, and prognosis may 
be discussed in later papers. 

We would like to take this opportunity to explain 
our objections to the over-exclusive use of RCTs, 
and the meta-analyses of these RCTs, as the sole 
source of evidence, by sharing a few clinical 
examples in the field of ENT surgery.

Good results versus (almost) no harm

M-meatoplasy, the widening of the external ear 
canal, is a fine form of treatment for ‘dry’ 
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five snotty brothers and constant infections from 30 
other small children at the creche.14 

We argue that, when putting evidence into 
practice, it is essential to differentiate between 
study results, identifying personalised treatment 
options in order to create individualised care. We 
need to comb out study results to determine the 
clinical relevance for the individual patient in our 
clinic.

Evaluating performance

Finally, before concluding, we would like to 
make a plea for the golden rule that the application 
of evidence in clinical practice must also be 
evaluated.

“…and, finally, performance should be constantly 
evaluated.”8

The application of clinical evidence in practice 
is  often forgotten and there is only a limited 
willingness to look at this important area.15 We 
think that this is the most important part of EBM: 
evaluating whether we are actually on the right 
track. 

Conclusion

In summary, our main intention in this paper has 
been to initiate a new, in-depth, debate about the 
way forward in EBM. We fear that an ongoing lack 
of critical, clinical appraisal of the questions facing 
us and the consistent exclusion of lower levels of 
evidence will lead to excessive generalisation rather 
than appropriate differentiation when it comes to 
both gathering evidence and in the execution of 
studies. We must ensure that this will not lead to 
EBM that will not only take us one step forward but 
also two steps back.
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