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tobacco control and food safety.
Admittedly the evidence base needs to
be improved, which requires more
financial and institutional support for
the necessary research (a topic beyond
the scope of this paper), but we already
know a great deal. For example, provid-
ing good facilities increases cycling, and
cycling benefits health.” Consumption of
healthy food depends on its price and
availability' and these could be influ-
enced by policies, for example, on taxes

and subsidies. Food promotion can
adversely influence children’s food
choices,'”” and this could also be

addressed by government policy. And
there are many more such examples.

In this respect Wanless fails to grasp
the nettle: the implementation model is
seen as a health service function, pri-
marily at the local level. This is not a
purely UK problem; while the existence
of the British NHS encourages the view
that improving health should be a
health service function—that ‘the NHS
should become a “health” service not
just a “sickness” service’—the confla-
tion of health with health care is by no
means confined to the UK. For example,
the draft EU constitution states, “A high
level of human health protection shall
be ensured in the definition and imple-
mentation of all Union policies and
activities”’, but this is subsumed under
the heading “Health care”.'® (A similar
provision in earlier treaties has not been
translated into practice.)

For a report with a primary focus on
effectiveness and cost effectiveness it is
odd that this view is accepted uncriti-
cally (especially as the now highly
decentralised NHS structure is not well
suited to this role). What is the evidence

Screening

for this being the best approach? Some
evidence against the effectiveness of
locally provided services is quoted in
the report (pagel37), but ignored when
drawing conclusions: in a prospective,
controlled trial, TV antismoking adver-
tising proved effective, whereas locally
organised antismoking campaigning
was not."”

More consistent attention to imple-
menting healthy public policy, and
amassing the evidence for it, are
urgently required. The Wanless Report
has opened the door, but refuses to go
through it.
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programmes is urgently neede

ssessing non-medical outcomes of
Ascreening presents constant chal-
lenges. Marteau and colleagues'
offer some insight into the complexities

of assessing non-medical outcomes in
their study of abdominal aortic aneur-
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indicated that much of this difference
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pre-dated  screening. Poorer SAH
seemed to predict having an aortic
aneurysm. The authors suggest that
the findings have implications for the
methods used to assess psychological
impact of screening tests and warn us
not to erroneously conclude that poorer
outcomes are necessarily a product of
screening, if baseline differences are not
assessed.

Marteau ef al’s' findings are extremely
interesting and raise important issues
for the assessment of psychosocial or
quality of life (QOL) outcomes in the
screening context. Adequate assessment
of psychosocial as well as medical out-
comes, is crucially important, especially
given the potential of screening to detect
inconsequential disease™ but presents

Abbreviations: SAH, self assessed health;
QOL, qudlity of life
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1 Baseline measures of psychosocial wellbeing

Usual care group
2 Baseline measures of psychosocial wellbeing
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early detection and treatment of
asymptomatic disease

Usual care:
Diagnosis and treatment of
symptomatic disease

3 Follow up measures of psychosocial
wellbeing on all who were randomised

4 Follow up measures of psychosocial
wellbeing on all who were randomised

Figure 1

many challenges. These have received
comparatively little attention. We have
identified three main methodological
concerns: (1) the need for a control
group (preferably created by randomisa-
tion); (2) the need for baseline and
follow up measurements; (3) the need
for reliable measurement tools with
high criterion and content validity.

The first concern, obtaining an ade-
quate control group, perhaps presents
the most difficulty. If our goal is to
assess the impact of screening we need
to measure the combined impact of the
screening procedure, follow up tests,
and treatments. The best way to achieve
this is to randomise people to be
screened or not screened and to measure
the psychosocial impact on everyone at
multiple times (see fig 1), in a way that
is analogous to the assessment of the
medical outcomes of screening.’ This
would mean that, as well as establish-
ing, for example, the mortality rate from
breast cancer (in a trial of mammogra-
phy screening) in all those randomised
to screening and all those randomised to
usual care, the investigators would need
to measure average QOL effects in these
groups as well. Investigators will thus
have to ensure appropriate measures are
taken from those randomised to screen-
ing who (1) do not respond to the
screening invitation; (2) test negative
(including those who are truly negative
and those who later are discovered to be
false negatives); (3) test positive (again
both true and false positives), or from
random samples of people in each of
these groups. Comparable measures will
also be needed in the usual care group,
including in those who do and do not
seek screening through alternative sys-
tems. Some of the test positive group
will in fact have inconsequential dis-
ease, but as this is not identifiable on an
individual level, the only way to esti-
mate the psychosocial impact of this is
by comparison of the screened group as
a whole with the usual care control
group. Clearly this will add to the
complexity and challenges of data col-

Design of randomised trials for valid estimation of the psychosocial impact of screening.

lection for randomised trials of screen-
ing, but comparatively small sample
sizes will be needed for psychosocial
outcomes (compared with medical out-
comes). Furthermore, efficiencies may
be achievable by carefully designed
sampling strategies. In summary, it
should be feasible to validly answer
questions about the real psychosocial
impact of screening in this way.

Alternatively in some circumstances
other designs may be feasible. For
example, people could be randomised
to receive or not receive their results and
subsequent tests and treatments, with
follow up of psychosocial outcomes.
Such designs have commonly been used
in the past to evaluate screening for risk
factors such as high cholesterol and
high blood pressure in terms of medical
outcomes.’

The second concern is the importance
of taking baseline and follow up mea-
sures in both screened and unscreened
groups. All psychosocial/QOL studies
obviously take measures after screening
(point 3, see fig 1), and many, as in
Marteau’s study,' take them before and
after testing (points 1 and 3). However,
we have been unable to find studies that
have taken and reported measures at
points 1, 2, 3, and 4 (see fig 1) or more.
In particular, measures are rarely taken
and/or reported among appropriate con-
trols, at points 2 and 4. For example, a
study by Wardle ef al’ assessed anxiety
among adults randomised to receive
information  about  sigmoidoscopy
screening and asked if they would be
interested to attend, or not, but follow
up measures were not reported in either
arm.

Thirdly, it is imperative to select
instruments that adequately capture
psychosocial ~ outcomes/QOL.  What
exactly constitutes psychosocial out-
comes or QOL is often loosely defined.
QOL itself has been described by many
researchers as an atheoretical con-
struct®’® and there is little clear con-
sensus about what should or should not
be used to adequately assess it, particu-
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larly in the context of screening. Most
psychological and QOL measures are
designed for use in patient populations
and as such they are designed to capture
relatively large decrements in QOL/well-
being. Screening may lead to compara-
tively small decreases in psychological
wellbeing/QOL but the decrement may
occur across very large numbers of
people so may still be important. Use
of general psychological/QOL measures
may not be sensitive enough to capture
all outcomes. Some screening specific
measures have been developed to com-
bat this problem, for example, perceived
consequences questionnaire,'' cervical
screening  questionnaire,”” and the
PEAPS Q.” It has been argued recently
that such measures should be used to
assess screening outcomes rather than
other widely used generic measures."
However, the need for quantitative
measures that can be equated to and
calibrated against other adverse health
outcomes and events is crucial if we are
to truly gain a measure of how screening
affects the wellbeing of individual’s and
populations. Once the psychosocial/QOL
impact of a screening test is adequately
captured it may then be weighed against
the test’s medical outcomes to compre-
hensively evaluate its worth as a screen-
ing tool.

Marteau’s study' also raises interest-
ing questions about what represents
QOL/psychosocial outcomes. Although
consensus on QOL/psychosocial mea-
surement is limited, most evaluations
include some component of emotional
and social functioning with a measure
of perceived health or physical function-
ing sometimes also included. Marteau'
reports only perceived health (SAH).
The finding that SAH is poorer after
screening in the group with screen
detected aortic aneurysms is not at all
surprising. The purpose of screening is
to identify people at increased risk of
disease and inform them of their status.
As such, the finding that a person rates
their health as poorer after an abnormal
screening result is an inevitable conse-
quence of screening, and perhaps may
be viewed as an indication that a person
has understood their test result, rather
than a measure of psychosocial well-
being.

This brings us to Marteau’s' finding
that SAH was poorer before screening in
men who subsequently had aneurysms
found, predicting AAA even after
adjustment for known risk factors. This
is a puzzling finding—why should a
person’s perception of their health sta-
tus predict whether they have an
asymptomatic condition? It could be
that the results are explained by the
failure to measure smoking at baseline
and adjust for it appropriately. However,
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given the arguments presented by the
authors and the very small change in
the odds ratios for SAH after adjustment
of other known AAA risk factors (age,
family history, blood pressure, and
social deprivation), it is quite possible
that even if smoking was included, SAH
would still remain an independent pre-
dictor of AAA. Alternatively the finding
might be related to an increased like-
lihood of other symptomatic cardiovas-
cular conditions that affect SAH among
the screen positive group.

If, however, the association is not the
result of such factors, then it presents us
with an astonishing finding, that
asymptomatic AAA in some way makes
people feel recognisably less well. This
seems hard to believe especially as most
of the aneurysms identified by screening
in the study were comparatively small.
Nevertheless it raises the question of
whether SAH might be a predictor of
disease in other screening programmes,
such as cancer or heart disease. Could it
be possible that people who are subse-
quently found to have colorectal cancer
or bowel polyps have poorer SAH before
screening, or that women who have
cervical intraepithelial neoplasia have
poorer perceived health? These specula-
tions seem unlikely but not impossible
and we are unaware of any evidence to
support or refute them, other than the
substantial body of evidence that SAH is
a strong predictor of mortality, espe-
cially among men.” Thus the associa-
tion between SAH and clinical outcomes
of other screening tests would seem to
warrant investigation. The finding raises
the possibility that screening pro-
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grammes of the future might incorpo-
rate tests of SAH. This is of course a
highly speculative suggestion and one
that would need much, much more
investigation.

In conclusion Marteau ef al’s' study
highlights the urgent need for high
quality research on the psychosocial
outcomes of screening programmes.
Just as with medical outcomes, the
strongest designs will be randomised
trials with before and after screening
measurements. We believe it is feasible
and important to include validated
psychosocial measures within future
randomised trials of screening.

ACKNOWLEDGEMENTS

We would like to thank Professor Les Irwig
for comments on an earlier version of this
paper.

J Epidemiol Community Health
2004,58:968-970.

doi: 10.1136/jech.2004.025114

Authors’ dffiliations

K J McCaffery, A L Barratt, Screening and
Test Evaluation Program, University of Sydney
Australia, School of Public Health, University
of Sydney, Sydney, Australia

Correspondence to: Dr A L Barratt, Screening
and Test Evaluation Program, University of
Sydney Australia, School of Public Health A27
University of Sydney, Sydney, NSW 2006,
Australia; a|exﬁ@heo|th.usyd.edu.au

Funding: none.

Conflicts of interest: none declared.

REFERENCES

1 Marteau TM, Kim LG, Upton J, et al. Poorer self
assessed health in a prospective study of men with

10

EDITORIALS

screen detected abdominal cortic aneurysm: a
predictor or a consequence of screenin
outcomes? J Epidemiol Community Health
2004;58:1042-6.

Barratt A, Irwig L, Glasziou P, et al. Users’ guides
to the medical literature. XVII. How to use
guidelines and recommendations about
screening. JAMA 1999,281:2029-34.

Black W, Welch H. Advances in diagnostic
imaging and over-estimations of disease
prevalence and the benefits of therapy.

N Engl J Med 1993;328:1237-43.

Zahl PH, Strand BH, Maehlen J. Incidence of
breast cancer in Norway and Sweden during
introduction of nationwide screening: prospective
cohort study. BMJ 2004;328:921-4.

Wardle FJ, Taylor T, Sutton S, et al. Does publicity
about cancer screening raise fear of cancer?
Randomised trial of the psychological effect of
information about cancer screening. BMJ
1999;319:1037-8.

Hornquist JO. The concept of quality of life.
Scang J Soc Med 1982;10:57-61.

Gill TM, Feinstein AR. A critical appraisal of
quality of life measurements. JAMA
1994,272:619-26.

Bowling A. Measuring health: a review of quality
of life measurement scales. 2nd ed. Philadelphia:
Open University Press, 1997.

Hunt SM. The problem of quality of life. Qual Life
Res 1997;6:205-12.

Smith AE. Quality of life: a review. Education and
Ageing 2000;15:419-35.

Cockburn J, De Luise T, Hurley S, et al.
Development and validation of the PCQ: a
questionnaire fo measure the psychological
consequences of screening mammography. Soc
Sci Med 1992;34:1129-34.

Wardle J, Pernet A, Stephens D. Psychological
consequences of positive results in cervical
cancer screening. Psychol Health
1995;10:185-94.

Bennett A, Irwig L, Oldenburg B, et al. PEAPS-Q:
A questionnaire o measure fie psychosocial
effects of having an abnormal pap smear. J Clin
Epidemiol 1995;48:1235-43.

Brodersen J, Thorsen H, Cockburn J. The
adequacy of measurement of short and long-term
consequences of false positive screening
mammography. J Med Screen

2004;11:39-44.

Idler EL, Benyamini Y. Self-rated health and
mortality: a review of twenty-seven community
studies. J Health Soc Behav

1997,38:21-37.


http://jech.bmj.com

