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AFTERWORD

I attended a training course recently that has set me
thinking. One of the sessions concerned epistemology,
which I would define as the study of how we
obtain knowledge. What is fact, and what is opinion? 

The lecturer is a very experienced university professor
whose original study was in the field of anthropology,
but who now spends most of his time researching
how we research; and if that sounds a bit circular, it is
nonetheless an important subject.

The audience came from a range of backgrounds with
very different expectations of research. He began by
looking at medical research and explained the concept
of randomised clinical trials, the method by which
healthcare likes to determine what it knows.

Of course, readers here are likely to regard RCTs as the
gold standard of knowledge validation. A good RCT
settles whatever matter we are discussing. The trouble
is that there are not too many good RCTs, and while
the limitations of RCTs are well-known to many of us,
they do not appear to have been understood too
well by politicians and other policy makers. 

For example, they rest on a very arbitrary idea that if
something is 95% unlikely to have arisen by chance,
we can take it that the conclusion is sound. A
moment’s thought tells us it should not surprise us
if 1 in 20 of those conclusions is actually unsound.

Let me give an example. I worked years ago for a
pharmaceutical company. We were contacted by a
doctor who had data showing that one of our drugs
could enhance foetal lung maturation. He kindly
shared his data, and it certainly seemed that way;
the only snag was that nobody in our medical
research team could think of any mechanism that
would allow this to happen. As it happened, nobody
ever reproduced that finding, so it seems it was a
fluke, but it was a 97.5% unlikely fluke!

The lecturer remarked that while the importance of
RCTs was clear to the health professions, there were
many other ways of obtaining knowledge. Indeed,

some disciplines cannot use RCTs because, for
example, it would be unethical to take children from
their parents to see how they develop. 

We know this, and act upon it. Consensus statements,
which are actually collected opinions, still carry
some weight in the absence of an RCT. However, the
more limiting aspect of RCTs is that in order to be
definite about our findings, we have to eliminate
confounding factors, which means, in effect, that
people in trials can only have one thing wrong with
them; and that in turn means that the people in
clinical trials are not the patients we commonly see
every day. RCTs will often produce an effect greater
than we will see in practice because the medicines
are used on patients who are different to those we
see every day.

This recognition is driving an interest in real world data
derived from big datasets. If, for instance, we
interrogate the practice records for 50,000 patients
receiving a class of drugs we may find knowledge of
how effective they are in the real world. It is a different
way of getting it, but it is still gaining knowledge. 

I have no doubt that many readers are saying “But
hang on – we’ve never relied only on RCTs. There
are observational studies, cohort studies and so on.”
That is absolutely true. If there is a problem, it is that
too many of us have forgotten the strengths and
weaknesses of anything other than randomised
controlled trials. They are important to the acquisition
of knowledge, but they are not everything. 
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