
the sensibilities of the relatives of cadaver donors
if their wishes are overridden against the damage
done to would-be beneficiaries of research, where
should the balance of our moral concern lie?

If we address this question seriously we must
think what each group stands to lose. The dead
donor stands to lose very little. She is dead and
past being harmed, except in the relatively trivial
sense in which people possess interests that
persist beyond their death and which can in
some sense be harmed3. We must remember
that while the organ and tissue provider may
have a posthumous preference frustrated, and
her friends and relatives may be distressed and
upset, the gains from research are in principle
huge. This is perhaps ‘why the practice of
taxing the dead and of court ordered post
mortem examinations are considered justifiable
violations of the interests of the deceased.

Shakespeare of course had it both ways.
Mark Anthony, in Julius Caesar, certainly
talks as if the dead can be wronged: “I rather
choose . . . to wrong the dead, to wrong myself
and you . . . Than I will wrong such honourable
men”4 . But in Macbeth Shakespeare takes a
different view: Macbeth himself, talking of the
murder of Duncan whom he has “sent to peace”
says: “Duncan is in his grave; . . . After life’s
fitful fever he sleeps well; . . . not steel, nor
poison, . . . Malice domestic, foreign levy,
nothing . . . Can touch him further”5. I myself
incline more to Macbeth’s view. For although
the dead may indeed be wronged in a sense,
it is, necessarily in a very attenuated sense
when compared with the wrong that may be
done to the living or to people who will live in
the future6. For these reasons I believe we
should continue to regard, existing contributions

to the human tissue archive as available for
research whether or not consents exist covering
the proposed research protocols. And in the case
of future donations to the archive, we should try
to ensure that consents are framed as widely as
possible to permit the continued use of this hugely
valuable resource.

q John Harris is Sir David Alliance Professor
of Bioethics, University of Manchester and
a Member of the Human Genetics Commission.
He is the author of Clones, Genes and
Immortality, Oxford 1998
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Of Populations, Genetics and Banks
At a time when whole islands and populations
such as Singapore1, Estonia2, Tonga3 and Iceland4

are becoming involved in population health data
banking and genetic research, it is time to
re-examine applicable normative frameworks.
It is here however, that traditional research ethics
break down. Since the Nuremberg Code, research
ethics has largely concentrated on the protection
of the individual, or on vulnerable populations
such as children or incompetent adults or, more
recently, on ‘collectivities’, usually homogeneous,
indigenous, populations with clear authority
structures5. Even though these guidelines
then are inadequate and sometimes totally
lacking in precision or applicability with regards
to population genetics, certain principles are
applicable and can be adapted, while other

new principles require explicit elaboration
and enunciation.

Moreover, the protection of personal data is
increasing. The emergence of health databases
is seen not only as a way to improve patient care
and rationalize State expenditures but also as a
danger to medical confidentiality. The arrival
of modern genetics with its focus on individual
variability and susceptibility, and on risk factors
in common multifactorial conditions, places
research in population genetics at the crossroads
of these trends. It is the purpose of this article
to provide a brief overview of the issues of
community consultation, recruitment, consent,
confidentiality, banking, communication of
research results and commercialization with
regard to research in population genetics.

On-line sample copy of this and other related
newsletters at www.geneticslawmonitor.com
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The aim of this article is not further to
complicate or clutter the world stage which
is rapidly filling with guidelines and codes.
Instead, by distinguishing only where necessary
so as to ensure continuity within traditional
frameworks and yet highlighting differences,
we hope to elucidate a meaningful framework
for the discussion of population genetics and
DNA banking.

Population genetics is defined as ‘The study
of the genetic composition of populations
and of the effects of factors such as selection,
population size, mutation, migration, and genetic
drift on the frequencies of various genotypes and
phenotypes’6

. It often draws on the guidelines
governing epidemiological (eg methodology) and
anthropological (eg approaches to communities)
studies7. More recently, concern for the study
of HIV in populations and sub-populations
led to a refinement of these guidelines with
more attention being focussed on community
consultation, protection of personal information
and on protection against group harms
(stigmatization or discrimination8). In the
past, genetics in populations (if any) has
been confined to screening programmes such
as newborn or carrier screening for single
gene recessive conditions associated with
high morbidity and mortality and for which
treatment or prevention was available9.

Traditional research ethics in human genetics,
with its emphasis on obtaining an informed
consent for each participant, is now further
clouded by the need for prior consultation and
communication with populations as well. This
is especially true when participation is required
at the level of whole communities or populations.
Traditionally, communities have been seen as
homogeneous and as including large families
or patient associations with specified disorders.
‘Populations’ however, may include a whole
country or a region, and usually are more
heterogeneous in composition. If the population
is a State, then public consultation can be part
of the political process as was the case for the
discussions leading to the adoption of a bill and
eventually to a law (eg Iceland10, Estonia11).
If what is proposed is a major research effort
led by researchers in a large heterogeneous
population, then such communication and
public consultation are more difficult but not
impossible12. Communication strategies have
to take into account that not every citizen is on
the Internet. The print and television media could
also be effective ways of public, communication.
Diverse cultural characteristics and values should
be taken into account in the design of the content
of consultation.

Recruitment strategies will vary depending on the
type of population proposed for study. If these
populations have been studied in the past, care

must be taken to avoid over solicitation. Large
scale recruitment may require a more diffuse
method such as mail-outs based on postal codes.
In the interests of fairness (equity), proportionate
distribution in the geographic region should be
ensured where scientifically appropriate and
possible. In other words, recruitment is no longer
totally within the confines of the physician-patient
relationship. Perhaps the more objective nature
of large scale recruitment will avoid the problems
of vulnerability and conflict of interest inherent
in recruitment in the clinical research setting.
Obviously, any eventual benefits would primarily
be for society as a whole and the advancement
of scientific knowledge in the public interest.
Little personal or direct benefit will immediately
accrue to those participating. This would have
to be made clear to the public in the consultation
phase. For example, SNP profiling or genotyping
across a population can be used to establish
genetic variation but in the absence of phenotypic
information will not provide any individualized
medical insight.

The most problematic issue in population studies
is that of consent and this even in research which
is the object of this review, that is, research
involving competent adults. The ethical guidelines
of the North American Regional Committee of
the Human Diversity Project13 stipulate that both
group and individual consent should be obtained.
The Human Genome Organization’s (HUGO)
Ethics Committee maintains in its Statement on
the Principled Conduct of Genetic Research that
‘informed decisions to consent to participate
can be individual, familial, or at the level of
communities and populations’14. While as
mentioned earlier, such combined community
/individual consent approaches may be applicable
to identifiable homogeneous cultural communities
or those with defined political structures and
processes such as whole countries, we would
maintain that the same cannot hold for
heterogeneous populations. Yet, if public
communication and consultation are achieved,
we would also maintain that in addition to
individual consent and in the absence of
objection, community assent can be presumed
following appropriate and adequate community
consultation and communication. The only
irresolvable question is not the right of individual
withdrawal15 but that of the community.

One would imagine that the same processes
of communication and consultation could lead to
the withdrawal of an homogeneous community
through the expression of its political leadership.
But what of heterogeneous populations? It is our
contention that for heterogeneous populations,
only individual consent would serve to provide a
legally acceptable withdrawal on a case by case
basis.
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Confidentiality, like consent, is a major concern
in population studies but for different reasons.
Individual participation in research is generally
considered as a potential threat to personal
psychological health and to socio-economic
security in employment and insurance. Most
population genetics studies go beyond defined
at-risk families and communities, however,
and concentrate on genetic variation which
has more to do with genetic diversity and
susceptibility by genotype than phenotypic,
clinical expression. Nevertheless, the same
perceived socio-economic risks are carried
over in ethical and legal evaluation even though
in such studies most samples are anonymized
and not coded. The reason for such carry-over is
that groups may be harmed16 by mere participation
in research. Thus, by association with the
results of at-risk groups, or those of geographical
populations, stigmatization by association may
occur. We would maintain that this application
of the model of genetic tests for highly penetrant
disease alleles in identified at-risk individuals,
families or communities to research in population
genetics is inappropriate. Genetic diversity or
difference is not synonymous with disease and
due to the anonymization of DNA samples that
usually accompanies population genetics (or
should for the time being), the ‘scary’ approach of
identification and discrimination is not applicable.
Indeed, on a hopeful note, the provision of precise
data emanating from such studies may prove the
inaccuracy and injustice of distinctions based on
presumed automatic correlations between risk
and disease. To make such proof, especially at
the level of populations, DNA banks are essential.

Banking at the level of populations requires a
policy framework that frames the usual banking
concerns such as, for example, intended uses
(including secondary), confidentiality, and
commercialization but also circumscribes the
type of collaborations, conservation and access
policies, mechanisms to ensure accountability,
and establishes policies in the case of untoward
events (sale, change of vocation (academic to
commercial or vice versa) bankruptcy, power
failures . . . ). This policy framework should be
made known to the public prior to any sampling.

One of the most controversial areas in the
‘banking’ world is that of the communication
of results. While this has always been a
sensitive topic in human genetics, for both the
communication of aggregate or personal results,
banking results may become available long after
the initial participation. When such results could
be medically significant, the ethical and legal
implications are worrisome. This has led the
DeCode data bank to anonymize (unidirectional
encryption) all data entered thus avoiding the
possibility of having unknown untoward future
obligations17. Others, such as the island of
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newsletters at www.geneticslawmonitor.com

Tonga, have not yet developed a policy but
Estonia in contrast, is coding the samples18.
This means that the bank will be able to return
health information back to the participants. It
has chosen to do so via the treating physician
and considers this a way of helping its citizens.
Participants can refuse to be informed if they
so choose. Whatever the approach, we would
maintain that in any event, a population involved
in such a large scale endeavour should be regularly
informed of general results. Such nationwide
‘updates’ might also serve to ‘normalize’ genetic
information and so reduce possible stigmatization.

As demonstrated by the recent amendments
to the Helsinki Declaration, the issue of
commercialization and ensuing conflicts of
interest are at the forefront of the public
debate. While respect for the person and the
ethical principle of non-cornmodification are
generally translated into a prohibition against
payment to participants for the obtaining of
DNA, universities and granting councils are
pushing academic researchers into contractual
alliances with industry. Thus, consent forms
are emerging that disclose such alliances,
and notify participants of possible eventual
commercialization and that they will not
receive any benefits if patents are obtained
and profits made19.

When, however, whole communities or
populations are involved, the approach of
benefit sharing has been raised to provide
an equitable remedy20 to such ‘profiteering’.

Iceland has opted for a return to the population
(free-of-charge) of any products or drugs
discovered using the database21. Tonga has
obtained technology transfer, similar promises
of free drugs, and annual research funding to
the Ministry of Health on revenues generated
from any discoveries that are commercialized22.
As is currently the situation in Iceland, however,
exclusive access to the database is held by
one company. This is one of the issues that
in January 2001 brought down the proposed
genetic use of the extensive Framingham
database of a heterogeneous population
that had been followed since 194823.

What proper public and private mix respects
the obligation of stewardship invested in public
funding of population banks and yet allows
for eventual commercialization into the
marketplace? We would maintain that in
addition to eventual free drugs, products or
percentages of profits invested in arms-length
foundations, and so on for the population,
agreement could be reached that sees a return
of information from the private sector to the
population banks.

Finally, it could be asked whether ethics
committees exist that are prepared for such
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‘mega’ questions. One thing is certain; the
great divide, that is the polarization of positions
that currently exists between industry and
ethics, between the public-private sector needs
to be remedied to ensure the protection of the
population, the promotion of discovery, and
the advancement of knowledge at the level of
communities and populations, not just individuals.
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Patenting Living Material: A Time to Account?
Recent events have raised critical questions
over whether patent law is being appropriately
applied in respect of inventions involving genetic
material and, in particular, whether appropriate
review mechanisms are in place to prevent the
over-excessive granting of patents. At the
heart of this concern is the realisation that

patent offices operate on the presumption
that patents should be granted unless there is
good reason not to. On current practice, the
‘good reason not to’ clearly does not extend
to inventions involving genetic material1. The
result of this inclusive, rather than exclusive,
policy is that any disputes relating to validity
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