Clinical trials: does it matter
whether the doctor or the
patient judges the patients’
improvement?
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The cartoon above is one of our favourite
illustrations for highlighting the potential
discrepancy between the clinician and
patient perspectives — as you may know if
you are a regular reader of Good
Questions or have attended one of our
training courses.

A research paper’ and accompanying
editorial®> published recently in the BMJ
have highlighted some of the complex
issues involved in determining who is best
placed to judge whether a given treatment
(or other intervention) has resulted in
improved patient outcomes. Evangelou and
colleagues conducted a survey of 63
treatment comparisons (in 240 trials
included in systematic reviews of
treatments) for a diverse range of 18
conditions to examine whether doctors’
global assessments of treatment effects
agree with patients’ global assessments.

In 62 of the 63 treatment comparisons, the
summary relative odds ratio indicated that
the effects of treatment rated by patients
and by doctors did not differ beyond
chance. This provides compelling evidence
that doctors’ global assessments are, on
average, similar to those of patients.
However, for single treatment comparisons
the confidence intervals were large. So, is
this sufficient evidence for relying on
doctors’ assessments and what can we
conclude from this?

Evangelou and colleagues rightly point out
that there may be some conditions where
doctors may underestimate the impact on
the patient: studies in musculoskeletal
disease have demonstrated that patients
and doctors often focus on different
aspects of the condition, with doctors
preferring objective clinical signs and test
results while patients often focus more on
their psychological well-being. Considering
the implications of their findings for clinical
practice, they also suggest that
concordance  between doctors’ and
patients’ estimates may well be better in
clinical trials than everyday practice,
because the experimental nature of trials
may require doctors to be more careful and
comprehensive in their assessment of
patient outcomes.

In his editorial’, Spertus offers further
words of caution: observer ratings of
patient outcomes can be highly variable,
formal investigation of doctors’ ability to
measure change is rare, and global ratings
are not as sensitive as in-depth systematic
assessments. He proposes that clinical
trials need to include systematic evaluation
of changes in patient-reported health status
with  which to document benefits of
treatment, thus minimising the need to rely
on global assessments from either the
patients’ or the doctors’ perspective.

We propose one final caveat: the question
itself. Doctors’ assessments of changes in
health status may well be similar to those of
their patients’ but what about assessments
of how the condition or its treatment
impacts on the patients’ quality of life? This
is perhaps a more interesting question —
with implications for the patients’ motivation
to adhere to treatments in the long-term —
but it is one that can be answered only from
the patients’ perspective.
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Following the launch of The Patient last
month, we find ourselves interested in
another new journal. Cases Journal is a
peer-reviewed, open access journal
publishing case reports from any area of
healthcare that are understandable,
ethical, authentic and include all
information essential to interpretation.

In this era of evidence-based medicine
with randomised controlled trials (RCTS)
providing, arguably, the ultimate and most
convincing medical evidence, why would
the publication of case studies be of use?
Some might think that, by definition, case
studies are interesting but somewhat but
do not add much to the evidence base.

Richard Smith (ex-editor of the BMJ and
advocate of evidence-based medicine) is
the new Editor-In-Chief of Cases Journal.
In his first editorial, he provides
compelling arguments for the public
dissemination of case studies. Case
studies have always been important -
every new condition (e.g. AIDS, SARS)

1"#$% &' ( |
by Jane Speight

The FDA's final guidance on the use of
patient  reported outcomes  (PRO)
measures in support of labelling claims
was conspicuous by its absence from this
year's international meeting. Following
publication of the draft guidance in
February 2006, the FDA was inundated
with over 50 responses and has since
promised the final guidance on numerous
occasions; at last October's European
meeting, it was expected by the end of
2007. So, it was with baited breath that |
attended this year’s international meeting.
Needless to say, it did not arrive but there
were no more promises either!

That said, the conference offered a
veritable feast to those interested in
outcomes research, with several interesting
discussions on PROs and their applications.
On Monday morning, the “ISPOR PRO
Forum - Changing Culture or Language of a
Instrument Task Force” presented an
update on their current good practice
guidance for translation and linguistic
development including: how to select the
number and the specific languages
required for translation in a particular

begins with a single case, and case
reports have always been important in the
evaluation of new drugs for the
identification of adverse events. Further,
40% of patients with long-term conditions
have more than one condition and, yet,
NICE guidelines cannot and do not deal
with comorbidities (because they are
based inevitably on RCTs that exclude
people with multiple conditions).

RCTs are not necessarily the *“gold
standard” and we believe that all forms of
evidence need to be appreciated for what
they can offer. There is no doubt that
Cases Journal will make an interesting,
powerful and enjoyable contribution to the
literature.

)

country; what methods to use when the
same language is required for multiple
countries; discussion of the issues and
evidence around pooling trial data across
countries.

On Tuesday, the educational symposium
“Obtaining a PRO label claim. What
evidence do you need?” offered a practical
session on understanding label claim
wording and structure, as well as the
evidence needed to support the claim, and
how put together a PRO Evidence Dossier.

Later in the afternoon, the 3™ plenary
session “PROs - implementing good
research practices” offered an exploration
of improvements in the methodology and
application of PROs and was supported by
an equalling interesting workshop on the
Wednesday morning emphasising the
importance of content validity when
selecting, evaluating and documenting
support for existing instruments.

Finally, | was particularly interested to see
recognition of the complex issues involved
in  medication adherence and the
contribution that health behaviour change
models can offer to industry research.



An informal school-based peer-led

intervention for smoking prevention in

adolescence (ASSIST): a cluster
randomised trial

Systematic reviews have shown
mixed evidence for the
effectiveness of school-based
smoking prevention programmes.

A randomised controlled trial of
10,370 students aged 12-13 was
carried out across 59 secondary
schools in England and Wales to
assess the effectiveness of a
peer-led intervention to prevent
smoking uptake.

30 schools were assigned to the
intervention and 29 schools to the
control group (continuing their
usual smoking education
policies).

The intervention: influential
students were trained in how to
encourage their peers not to
smoke during informal
interactions outside the
classroom.

Following the intervention,
smoking levels were measured ‘in
the past week’. Follow-up was
conducted at 12 and 24 months.

Students in the intervention group
were less likely to smoke in
comparison to the control group
at all times.

These results suggest that if the
intervention were implemented at
a population level, it could reduce
smoking in adolescents.

NHS hospital care “excellent”

The Healthcare Commission has recently
released the results of a national survey of
NHS hospital inpatients in the UK. With just
under 76,000 respondents, this is the
largest survey of its kind to date, and is
expected to provide the government with a
comprehensive picture of patients’ views
about NHS hospitals. Overall, patients
rated their care as “excellent”, a notable
improvement on  previous  surveys.
Conversely, comparisons between 165
NHS hospital trusts identified that some
trusts are struggling to meet basic
standards in some areas, including hospital
admission wait times, mixed-sex sleeping
areas and bathrooms, staff help with eating
meals, response to call buttons, cleanliness
of wards, hand washing by staff, food
quality and key psychological processes
such as patient involvement in decisions.

Banning of tobacco displays in Scotland

In an attempt to reduce smoking
(particularly among teenagers), the Scottish
government has unveiled plans to ban the
open display of cigarettes in shops. Nearly
a quarter of adult deaths in Scotland can
be attributed to tobacco-related disease,
and this initiative is part of a series of
measures that the Scottish government is
planning to implement by 2009 to reduce
this problem. By putting cigarettes out of
sight, the government believes that
smokers who are trying to quit will be better
supported and the tobacco industry’s
influence on children will be reduced.

Ban on unjustified health claims

At the end of May, UK-wide bans were
implemented on selling health products that
claim physical and mental health benefits
without identifiable scientific evidence.
These safeguards will prevent misleading
advertising for a variety of products claim
health benefits surreptitiously but do not
already fall under existing national and
European medicines legislation. The
dubious method of advertising with
testimonials (where the manufacturers
avoid making the claim but instead present
someone who  “experienced health
benefits”) will no longer be allowed. It is
hoped that this legislation will aid
consumers in making informed decisions
regarding products purchased with the
intent of improving their health.



As the largest organization in the UK
working for people with diabetes,
Diabetes UK will be using this year's
Diabetes Week (June 8" -14™) to raise
awareness that diabetes is a condition
with  serious complications (including
heart attacks, kidney failure and
amputations) and to fundraise and
campaign for people with diabetes to get
the care they need. This builds on
previous successful campaigns, including
last year's “Measure Up”, designed to
draw attention to the risk factors for
diabetes. Diabetes UK  welcomes
everyone’s support. You can do anything
from taking part in Tea for diabetes
(T4D), where you host a tea party in aid
of Diabetes UK, to mountain trekking and
jumping out of a plane!

At AHP Research, we're resisting the
urge to risk our lives — despite the
mountaineers and multi-time parachute
jumpers in the team — but we still want to
do our bit!
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So, we will supporting Diabetes UK (and
our usual chosen charity, REACT) by
hosting a tea party, which will be open to
everyone who works in our building.

We like to support Diabetes UK, not only
because they are relentless in their
search for a cure for this debilitating
condition, but also because they are
concerned with how to make life better
for those who are currently living with
diabetes. They campaign tirelessly for a
better deal for people with diabetes and
fund important research into the
psychosocial aspects of the condition.

We are fortunate to be funded by
Diabetes UK to work with some of the
most eminent clinicians in the UK on
several exciting collaborative research
projects including: the UKITC, evaluating
holistic  outcomes  for islet cell
transplantation; evaluating the added
benefits of self-monitoring of blood
glucose in people with established Type
2 diabetes (DESMOND SMBG trial);
optimisation of insulin pump therapy;
improving pregnancy experience and
outcomes in women with diabetes.

For more information on living with
diabetes and how you can participate in
Diabetes Week, please visit:

www.diabetes.org.uk
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