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Chapter 9, 9.3

WHAT REGULATORY SYSTEMS DO NOT DO

Although regulatory systems for research impose onerous
requirements on researchers before studies start, there are many
things they conspicuously fail to do, or do not do well. Many
systems do not do enough to ensure that proposed studies are
actually needed - for example, they do not require researchers to
demonstrate that they have undertaken a thorough review of the
existing evidence before embarking on new studies (see Chapter
8 for why systematic reviews are so important).

Moreover, most of the effort in regulating research is at the
start-up stage, with the emphasis on controlling the entry of
participants to studies. But there is surprisingly little effort devoted
to monitoring studies once they are running, and to ensuring that
researchers publish reports promptly at the end of their work (or
even at all), stating how their findings have reduced uncertainty.
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WHAT RESEARCH REGULATION SHOULD DO

‘If ethicists and others want something to criticise in clinical
trials, they should look at scientifically inadequate work,
reinvention of wheels, and above all, unjustifiable exclusions
and unjust and irrational uses of resources. The present
debate is flawed by a failure to take note of what trials are
for - to make sure that the treatments we use are safe, and
do what they do better than the alternatives. There are no
short cuts in ethics - no more than in trials.

Ashcroft R. Giving medicine a fair trial. BMJ 2000;320:1686.

People who are invited to participate in research on the
effects of treatments need to have confidence that the studies are
worthwhile, and that their contributions will be useful. Regulatory
systems need to do more to reassure them on both counts and
dismantle needless barriers to good research directed towards
research questions that matter to patients. There is a growing
realization that testing treatments is everybody’s business. As
patients and the public take up the opportunities now being
offered to become involved in planning and conducting research
(see Chapter 11), they are likely to have an increasing voice in
ensuring that regulatory obstacles are addressed.
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