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RESEARCH DONE IS EVERYBODY’S BUSINESS

research agendas. The scale of this problem is difficult to gauge
but a fascinating insight comes from a survey done to assess
the level of corporate sponsorship of patient and consumer
organizations working with the European Medicines Agency. This
Agency coordinates the evaluation and monitoring of new drugs
throughout Europe and, to its credit, has actively involved patient
and consumer groups in its regulatory activities. However, when
23 such groups were surveyed between 2006 and 2008, 15 were
shown to receive partial or significant funding from medicines
manufacturers
or
pharmaceutical
industry
associations.
Moreover, fewer than half of the groups accurately identified to
the Agency the source or amount of funding that they received.17 In
some cases patient organizations have been set up by drug
companies to lobby on behalf of their products. For instance, one of
the companies that makes interferon formed a new patient
group ‘Action for Access’ in an attempt to get the UK National
Health Service to provide interferons for multiple sclerosis (see
above).18,19 The message heard by patient groups from all of this
publicity was that interferons were effective but too expensive,
when the real issue was whether the drugs had any useful effects.
Bridging the gap between patients and researchers
We drew attention above to problems that can result from patients
becoming involved in testing treatments, and ways in which they may
unintentionally jeopardize fair tests. As with most things, good
intentions do not guarantee that more good than harm will be done.
Nevertheless, there are clear examples of the benefits of
researchers and patients working together to improve the
relevance and design of research. As a result, many researchers
actively seek patients with whom they can collaborate.
In an example of the value of collaborative preparatory work,
researchers explored with patients and potential patients some of
the difficult issues involved in testing treatments given in an
emergency. If therapies for acute stroke are to succeed, they need to
be started as soon as possible after the stroke occurs. Because they
were unsure of the best way to proceed, the researchers asked patients
and carers to help them. They convened an exploratory meeting
with a group of patients and health professionals, and
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conducted focus groups involving older people. As a result, plans
for the trial were clarified and patients helped the researchers to
draft and revise trial information leaflets.20
This thorough preliminary research led to plans for a
randomized trial which were endorsed promptly by the research
ethics committee. The focus group participants had recognized
the ethical dilemmas of trying to obtain informed consent from
someone with an acute illness which may well have left them
confused, or unable to communicate, even if not unconscious.
They were able to suggest solutions that led to an acceptable
trial design for all parties, and substantial improvements in the
information leaflets.
Social scientists are increasingly involved as members of
research teams to formally explore sensitive aspects of illness
with patients and so improve the way in which trials are done.
For a clinical trial in men with localized prostate cancer,
researchers wanted to compare three very different treatments –
surgery, radiotherapy, or ‘watchful waiting’ – and this presented
difficulties both for clinicians offering the trial and for patients
trying to decide whether to participate in it. Clinicians so disliked
describing the ‘watchful waiting’ option that they had been
leaving it to last, and describing it less than confidently because
they had mistakenly thought the men asked to join the trial might
find it unacceptable. Social scientists were asked to study the issue
of acceptability to help determine whether the trial was really
feasible.
The social scientists’ results were a revelation.21 They showed
that a trial offering ‘watchful waiting’ would be an acceptable
third option if described as ‘active monitoring’, if not left until last
to be explained by the doctor when inviting the patient, and if the
doctors were careful to describe active monitoring in terms that
men could understand.
The research, bridging the gap between doctors and patients,
had identified the particular problems that were presenting
difficulties for both parties and that could easily be remedied by
better presentation of the treatment options. One result was that
the rate of acceptance of men invited to join the trial increased
over time, from four acceptances in ten to seven in ten. This more
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rapid recruitment meant that the effect of all these treatments
for men with localized prostate cancer would become apparent
earlier than would have been the case if the preparatory work
had not been done. And, because prostate cancer is a common
disease, many men stand to benefit in the future, earlier than they
might have done.
WORKING COLLABORATIVELY BODES
WELL FOR THE FUTURE
There are numerous ways in which patients and the public
can become involved in testing treatments. As we have
already outlined, they may be the prime movers – the ones
who identify the gaps in understanding and the need to find
new ways of doing things. Their input may be facilitated by
researchers; they may be involved in some stages of the work
but not others; they may be involved from the moment of
identification of a specific uncertainty that needs addressing
through to dissemination and implementation, and
incorporation of the project’s findings in an updated systematic
review; and they may be involved in different ways within one
project. Sometimes they initiate the work themselves.
There is no hard and fast rule: the appropriateness of
different strategies and approaches in a particular study will
dictate those strategies chosen. As the localized prostate
–
even within
the course
of a illustrates,
project. methods are evolving all
cancer
trial described
above
time patients and researchers work together they offer a
theWhen
powerful combination for reducing treatment uncertainties for
the benefit of all. Various methods for enabling this joint working,
suited to individual studies as appropriate, with endorsement and
support from national research organizations, bode well for the
future.
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