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creening requires that people with no symptoms undergo testing to find out
whether they have occult disease. Therefore, there is a strong ethical imperative
to ensure that high-quality evidence is available from randomized trials and that
screening is judged to have more benefits than harms. But how should this judgment
be made, and by whom?
Delaying a death by screening is a substantial benefit that accrues to few people, but screening also has disadvantages and presents harms to many people.
Benefits are often long term and include reductions in mortality or in morbidity due
to the disease.1 Disadvantages or harms are often immediate, arising from the screening test itself or the need for further investigation in those whose test results are positive. There may be inconvenience and discomfort for those screened. In up to 5% to
10% of screenees,1, 2 false-positive test results may result in anxiety and physical harm
associated with further investigation. Some true-positive patients have abnormalities
that would not have led to any adverse events during their lifetime and therefore
have no potential for any benefit from screening.3–5 As an example, consider mammographic screening in women starting at 40 years of age. To avert 1 death in the
next 10 years, more than 1000 women need to be screened 5 times, and about 300
would be recalled for further investigation.6 Most of these would turn out to have
false-positive results. In some countries, about 35 women would have biopsies,
whereas in others, the number could be three times as great.7 About 15 cases of invasive cancer would be detected early, and about 3 ductal carcinomas in situ would be
found, some of which might never have progressed.6 Given this information, individuals may vary in their desire to be screened.
Screening for communicable disease is different. In addition to the benefits and
harms for the individual, society benefits because of reduced transmission. Similarly,
for some noncommunicable diseases, such as phenylketonuria, screening may save
money for society and extend the benefits beyond the individual. However, most current screening is for noncommunicable disease and costs society more than it saves.
Any benefit of screening accrues to—and harms or inconveniences are borne by—
the individuals being screened and their families, and the total benefit to society is the
sum of the net benefit to these people. In this circumstance, it seems inappropriate to
frame the objective of screening as a reduction in mortality and disability from the
disease being detected, when the goal of achieving this “hard” end point may be won
at the cost of decreased health—broadly defined—for people being screened.8–11 It
seems more appropriate that people to whom screening is being offered should give
informed consent to be screened.
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It Is Not Easy To Achieve
Individual Informed Consent for Screening

The principle of individual informed decision making and consent is not easy to
apply to screening. To start with, adequate accessible information needs to be available to enable people to assess the benefits and harms of screening. To what extent
is this information available, and how much has it been used to guide decisions? In
most trials and decision analyses, the only issues considered are the hard outcomes,
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such as mortality and complications of the disease or
the screening process, and the financial costs.12 In general, studies do not adequately describe the immediate
disadvantages that people experience at the time of
screening, and the harms associated with false-positive
results. These harms may be minor and temporary and
result in only a small decrease in quality of life for each
individual. However, because they occur in many people and are immediate, their total effect may outweigh
the benefit of reduced mortality for a few people many
years later.13 Even if information is available, it is difficult to weigh probabilistic information, especially
when the outcomes are rare.14,15 This has been done in
some cases: For example, men who are informed about
the disadvantages, potential benefits, and uncertainties
associated with prostate cancer screening are more
likely to choose not to be screened.16 Few attempts
have been made to find out how women weigh the
benefits and disadvantages of mammographic screening, and the studies that have been done need to be
interpreted with caution because of problems with
obtaining a representative sample. In a telephone survey of 40- to 49-year-old Australian women to whom
the necessary information was given, 62% of women
thought that the benefits of a government-funded
screening program outweighed the disadvantages, 12%
thought that the disadvantages outweighed the benefits, 25% thought that benefits and disadvantages were
about equal, and 2% could not say. Sixty-five percent
thought that women should be given all the information and make up their own minds about screening
mammography.17 Yet, at least in Australia, none of the
many pamphlets on mammographic screening provide
the information necessary to help women make that
decision.18
It is a challenge to provide adequate information to
each individual being offered screening. Providing this
information will consume health service resources, not
just in terms of preparing written material but in ensuring that the information is understood, responding to
queries, and ensuring equity of access to the information.

Informed Consent by Community Sampling

We propose that the need for information at the individual level can be minimized if we know more about
the distribution of preferences among fully informed
potential screenees: for example, from a random sample
of the population to whom screening will be offered. To
ensure that screening has a net benefit will involve collecting more information on a broader range of effects
of screening—both benefits and harms—than is generally done. We also need to develop better ways of presenting this information and helping people formulate a
decision on how the benefits and harms balance out.19
The advantages and disadvantages of attempting
to obtain informed consent by community sampling are
shown in Table 1. In general, consent procedures will
require more work than current systems of advising
people about screening. The provision of information
and the necessary time to discuss and reflect on it
require considerable effort, time, and skill.20 However,
particularly in the long term, this would be a less daunting task for community informed consent than for individual informed consent.
To understand how preferences for screening
obtained from community samples might be interpreted, consider the hypothetical results shown in Figure 1
for three populations: A, B, and C. The populations may
differ in the underlying risk for disease or in their attitudes about benefits and harms.
Distribution A suggests that screening need not be
offered because it is seen by most people to have no net
benefit. Health care funders may decide not to finance
such screening, and few people are likely to be prepared
to pay for it. Distribution C suggests that a community
consensus about the value of screening exists. Subject to
an acceptable cost-effectiveness ratio, screening can be
offered. People should be informed that a representative
sample of people who are similar to them and have been
given detailed information about the screening process
thought that the benefits outweighed the disadvantages.
For many, that may be sufficient for them to decide

TA B L E 1

Advantages and Disadvantages of Obtaining Informed Consent by Community Sampling
ISSUE

STATUS QUO (NO CONSENT)

INDIVIDUAL CONSENT

COMMUNITY INFORMED CONSENT

Effort

None

High, ongoing, difficult to sustain

Small, fixed, initial

Informed decision making

Low

High

Indirect

Depth of information
Attendance
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Minimal

Modest

High

Influenced by marketing

More appropriate

More appropriate
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B

C

Proportion of Potential Screenees

A

Undesirable

Indifferent

Desirable

Level of Preference for Screening
FIGURE 1. Possible preference distributions from community surveys. A. Screening clearly undesirable; do not implement.
B. Mixed preferences; individual consent required. C. Screening clearly desirable; implement if acceptably cost-effective.

about screening. Some may still want more information,
which should then be provided. Distribution B suggests
a need for individualized decisions, as may be the case in
mammographic screening in 40-year-old women.
Detailed information must be available, with adequate
support for people who wish to have help in making
decisions, and advice that is sensitive to the needs of people who wish to delegate the decision.21
Of course, putting this principle of community
informed consent into practice will be far from easy, and
many questions arise. For example, how should a “representative community sample” be selected? How can
one ensure that the sample understands the information? As occurs with many processes of collecting information to help address health policy decisions, answering these questions will require further debate and
research. We suggest using random samples of the population to which screening will be offered. Ensuring that
the sample understands the issues to which responses are
being sought can be done by prior testing of instruments
or developing methods that involve face-to-face discussion. In making these suggestions, we have ignored the
“opportunity cost” of screening—that is, whether health
care dollars could be better spent elsewhere. That is a
separate stage of the process of community involvement
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in health care decisions that would require an extension
of the process we have described to include multiple
interventions for a variety of health interventions.
We suggest that once randomized trials have shown
that a screening procedure prevents deaths and disability,
implementation should focus on the provision of valid,
understandable information so that people can make a
fully informed choice about whether the benefits outweigh
the harms and disadvantages. This requires an informed
consent process: either obtaining individual consent, or
more feasibly, obtaining consent from a representative
community sample. Only when adequate community surveys of preferences show that most potential screenees
would choose to be screened does it seem ethical to actively promote screening without detailed individual consent.
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