
Genetics Law
The legal, ethical & social implications

of human genetics

Genetic Tests and
Insurance – an Overview
The issues
Many people wish to take out life insurance policies; many
are required to as a condition of their mortgage. Others wish to
take out private health insurance, critical illness cover or income
replacement/protection policies. These policies grant peace of
mind whilst the policyholder is in good health, and much-needed
cash (for the policyholder or, in the case of unexpected death,
for his/her loved ones) afterwards.

The idea that an insurance provider can oblige one policyholder
to pay more than another, or even refuse to take the risk, on the
basis of certain specified characteristics is not new. The most
important factors are gender and age. More recently a further
factor, smoking, has become important. In addition, we are used
to filling in lengthy proposal forms which ask questions about our
family history, the answers to which allow insurance providers to
predict the risk of our developing certain conditions to which we
may be genetically predisposed.

More recently still, the possibility has arisen that certain specific
tests may be able to predict with much greater accuracy than
questions about our family history (or with certainty) whether
we will contract a certain condition.

A genetic test has been defined as:

‘A test to detect the presence or absence of, or change in,
a particular gene or chromosome1.’

The Genetics and Insurance Committee (GAIC, about which more
below) has made certain qualifications to this definition:

The genetic test should be predictive of, or associated
with, significant health effects relevant to life and/or
health insurance.

The definition includes an indirect test for a gene product
or other specific metabolite that is indicative of a specific genetic
change in a particular family.

The definition does not include diagnosis based on clinical
examinations (or other established non-genetic investigations,
for example biochemical tests for cholesterol, imaging
techniques etc).

The seven conditions for which test results are used by the
insurance industry at present are: Huntingdon’s disease,
myotonic dystrophy, familial adenomatosis polyposis (which
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gives rise to bowel cancer), multiple endocrine
neoplasia, familial Alzheimer’s disease, a
small number or hereditary breast cancers
and hereditary motor and sensor neuropathy.

Insurance providers wish to know as much as
possible about our genetic make-up in order to
determine whether to accept the risk and, if so,
whether and by how much to load the premium.
Applicants for insurance are genuinely wary of
disclosing the results of, and being obliged to
undergo, genetic tests. Concerns have been
expressed about insidious discrimination against
people who are otherwise healthy and about
the possibility of the genetic cleansing of our
society. The law is, not surprisingly, in a state
of development.

Some ethical considerations
There are ethical considerations on either side of
the argument to consider and it is not possible to
do justice to all the ethical considerations in this
short article.

Insurance providers: Private insurance is provided
on the basis of ‘mutuality’ (whereby similar risks
are pooled and broad equity exists between
insured persons in the same pool). Underwriters
determine the ‘equivalence of value’ between
costs and benefit, allowing a premium to be set
commensurate with the risk. It goes almost
without saying that commercial private insurers
offer such insurance in order to make a profit.
A different approach is one of ‘solidarity’, which
requires individuals to pay premiums either at a
flat rate or according to ability to pay, irrespective
of risk. An example is of course the NHS, funded
from taxes.

Private insurance provides an extra resource
above and beyond state provision. In order to
be commercially viable, and to iron out possible
distortions and unfairness within the risk pool,
it is important that insurance providers know as
much about the risk as they can and are able to
take proper steps to reduce or eliminate fraud.
In the United States, insurers have raised
concerns that levels of fraud in relation to
certain insurance products will or might lead to
the collapse of the insurance market for those
products.

Insurance applicants: The fear expressed
most powerfully to date is that of a ‘genetic
underclass’ in society, a group discriminated
against on the basis of their likelihood to contract
life-threatening or disabling diseases. The inability
to obtain, for example, life assurance in order
to take out a mortgage has profound implications
for society.

More worrying are the suggestions that genetic
testing is the first step down the road to social
eugenics, whereby the genetically ‘disabled’ are
eliminated from the population. It is possible

to imagine the pressure (social and economic)
on people who discover they have a genetic
predisposition to a certain condition not to marry,
not to have children and to terminate pregnancies
for the sake of their children. At a time when
more and more legislation (reflecting social
attitudes) has been passed to prevent
discrimination against the disabled, this would
be a retrograde step.

The European Convention on Human Rights
and Biomedicine 1997 (ETS No 164) seeks to
preserve human dignity, rights and freedoms
through a series of principles and prohibitions
against the misuse of biological and medical
advances. It bans all forms of discrimination
based on the grounds of a person’s genetic
make-up and allows the carrying out of predictive
tests only for medical purposes. To date it has
not been signed by the UK. The full text may
be found at: www.coe.fr/eng/legaltxt/164e.htm

The legal framework
A contract for insurance is of course governed by
the common law of contract. Broadly, the parties
are free to contract on whatever terms they like,
provided they have capacity to do so and absent
undue influence,

The most important additional consideration
in a contract of insurance is the duty of good
faith. An insurance contract is, above all, a
contract uberrima fides2. Thus it is the duty
of the insured (and the insurer) not only to be
honest and straightforward, but also to make full
disclosure of all material facts within his (actual
or presumed) knowledge. The test whether a
fact is to be regarded as material is whether the
circumstance would be taken into account by a
prudent insurer when assessing the risk (even if it
would not, of itself, have had a decisive effect on
his decision whether to accept the risk and, if so,
at what premium)3. The date when materiality will
be judged is the date on which the fact should, if
at all, have been communicated to the insurer.

Insurers are also regulated by the Insurance
Companies Act 1982, the Trade Descriptions Act
1968, the Misrepresentation Act 1969, the Unfair
Contract Terms in Consumer Contracts
Regulations 1994 and the Supply of Goods and
Services Act 1982 and (where insurance is
defined as an investment) the Financial Services
Act 1986.

The following questions are raised in the context
of this debate:

– Should an insurance provider be allowed
to oblige an applicant to disclose the result
of any existing genetic test (about him or
another member of his family) before
considering whether to accept the risk
and fixing the premium?
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– Should an insurance provider be allowed to
oblige an applicant to undergo a genetic test
before considering whether to accept the
risk and fixing the premium?

The solution to date
As early as December 1997 the Association
of British Insurers (ABI) introduced a Code of
Practice on Genetic Testing. Compliance with
the Code is a condition of ABI membership.
The second version of the Code took effect on
1 August 1999 and states, inter alia:

Part 1

2.

3.

4.

7.

8.

Applicants must not be asked to undergo a
genetic test in order to obtain insurance.

When the underwriter receives an application
for insurance containing a genetic test result,
and wishes to take the result into account,
he/she must consult a medical practitioner,
normally the insurance company’s Chief
Medical Officer (CMO) before reaching a
decision . . .

Until the Genetics and Insurance Committee
(GAIC) is operational, insurers may only take
into account the results of tests which the
ABI’s genetics adviser had decided are
relevant, reliable and valid at November 1998.

Insurers may not use any other test results
until GAIC has ruled on their validity. GAIC’s
decisions on the validity of test results for
insurance purposes is final.

Insurers must not offer individuals lower than
standard premiums on the basis of their
genetic test results, ie Genetic Test results
will not be taken into account for preferred
life underwriting.

15. A genetic test result declared by an applicant
will not be linked, transferred to or taken into
account when assessing an application for
insurance from another person.

16. Applicants will not be required to disclose
the results of a genetic test undertaken by
another person (such as a blood relative).

31. Existing genetic test results need not be
disclosed in applications for life assurance
up to a total of £100,000 which are directly
linked to a new mortgage for the purchase
of a house to be occupied by the applicant.
This is the standard for the life insurance
industry . . . which members may choose to
exceed. If an applicant chooses to disclose
the result, it must be ignored unless it is in
the applicant’s favour (eg by preventing a
loading owing to family history).

33. Insurers may use the test results identified by
the genetic adviser as at November 1998 until
they have been considered by [GAIC]. Only if
GAIC agreed that they are valid for insurance
purposes may insurers continue to use them.

43. At the application stage . . . the applicant
is under no obligation to find out medical
information not known to him/her in order
to complete the information form.

The Code provides that, in the event that GAIC
subsequently rule that a genetic test which
insurers have relied on is invalid, the insurer shall:
(i) refund any overpaid premium since the policy
was entered into, or (ii) if the application was
refused (but would otherwise have been accepted)
trace the applicant and, if s/he still requires
insurance, invite the applicant to reapply.

The Code also sets up an appeal process by which
applicants may appeal (having tried the insurance
company’s complaint procedure) to the ABI Code
of Practice Adjudication Tribunal. The applicant is
reminded that s/he may apply to another insurance
company at any time. The Code is, however,
silent on (i) whether a premium can be loaded in
the event that an applicant refuses to undergo a
genetic test if asked, and (ii) whether an applicant
can be penalised for failing to disclose to a
subsequent insurer that insurance has been
refused on the basis of non-disclosure of a
genetic test in the event of an unresolved appeal.

For the sake of completeness, it is worth
remembering that the information obtained
from applicants is subject to the usual legal
safeguards on confidentiality, including:
the Data Protection Act 1998 and the Access
to Medical Reports Act 1988.

Further details (including a full text of the
ABI Code of Practice) are available on:
www.geneticsinsuranceforum.org.uk/

The Human Genetics Advisory Commission
(HGAC, now subsumed into the Human Genetics
Commission (HGC)) report on the implications
of genetic testing for the insurance industry,
published in December 1997, recommended the
establishment of a mechanism to evaluate the
scientific and actuarial evidence presented in
support of the use of specific genetic tests for
insurance products. The report also called for
a moratorium on the use of genetic tests.

The Government response to this report was
published on 5 November 1998. Paragraph 16
of the Government response states that:

‘The Government believes that genetic test
results should only be taken into account by
insurers in making underwriting decisions
where the relevance of the test results to the
risk assessment relating to particular types
of insurance product has been demonstrated.
We welcome the ABI’s commitment to this
principle in its Code of Practice. The Government
also agrees with the HGAC that an effective
mechanism should be established to evaluate the
reliability and actuarial evidence relating to the
use of specific genetic test results by insurers.

On-line sample copy of this and other related
newsletters at www.geneticslawmonitor.com
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Any such mechanism should involve people with
sufficient expertise and independence to meet
concerns about the interpretation of these test
results. The mechanism should be permanent and
be used to evaluate all new genetic tests as they
are developed. The Government intends to
consult with the industry, HGAC and ACGT [the
Advisory Committee on Genetic Testing, now
subsumed into the Human Genetics Commission]
on how this mechanism can be put in place within
a period of three months. The membership of the
mechanism should include members of the ACGT
with the necessary expertise and representatives
of the insurance industry and the actuarial
profession.’

The establishment of the Genetics and Insurance
Committee (GAIC) fulfilled the Government’s
commitment to establish an Independent Review
body. The Government rejected calls for a
moratorium.

GAIC is a non-statutory advisory non-departmental
public body and has a UK-wide remit, which is:

– To develop and publish criteria for the
evaluation of specific genetic tests, their
application to particular conditions and
their reliability and relevance to particular
types of insurance.

– To evaluate particular tests against those
criteria and promulgate its findings.

– To report to Health, Treasury and Department
of Trade and Industry Ministers, on proposals
received by GAIC from insurance providers
and the subsequent levels of compliance by the
industry with the recommendations of GAIC.

GAIC first met on 12 April 1999 and has since
met on five further occasions. Only one
application has to date been placed before it for
detailed consideration, in relation to a Genetic
Test for Huntingdon’s Disease/life insurance.
At its meeting on 28 September 2000, GAIC
approved the use of normal/abnormal genetic
test results for Huntingdon’s Disease in the
underwriting of applications for life insurance.
However, the Committee did not consider that
there was sufficient data on the correlation
between number of repeats in the Huntington’s
Disease gene and age of death for this additional
information to be used in further refining the
rating basis to be used in life insurance
underwriting.

The following conditions of approval apply to
insurers who wish to use genetic test results:

– Insurers who wish to use the results of genetic
tests for Huntington’s Disease in underwriting
life insurance must first notify the GAIC
Secretariat giving the name of their nominated
genetics underwriter and their Chief Medical
Officer. Insurers will also be expected to

confirm that they agree to abide by the
conditions of this approval.

– Insurers must comply with legal requirements
for obtaining consent to access medical records,
keep all medical information confidential,
destroy such information when
it is no longer needed and comply with the
requirements of the Data Protection Act 1998.

– GAIC anticipates that the material in the
application, together with the reviewers’
comments, may form the basis for a reference
document for underwriters and other insurance
practitioners.

– The ABI (or individual insurer) must undertake
to keep GAIC informed of new scientific or
actuarial information that may become available
which is relevant to the use of test results
for Huntington’s Disease in life insurance.
Stakeholders (particularly clinicians and patient
support groups) are also invited to provide
any further information. GAIC will review the
scientific, clinical and actuarial data relating
to Huntington’s Disease and its clinical
management to ensure that GAIC’s decision
remains valid, no later than five years after
the date of first approval.

– Insurers are required to provide an annual return
to GAIC giving details of the number and

outcomes of applications for life insurance
where the results of genetic tests for
Huntington’s Disease are disclosed.

Further details (including the minutes of meetings,
pending applications, notes for guidance on
applications and the full test of the decision
of GAIC on the genetic test for Huntingdon’s
Disease) are available on:
www.doh.gov.uk/genetics/gaic.htm

It should be noted that the Human Genetics
Commission (HGC), whilst it will not interfere
with GAIC, will work with it and help form links
between the various regulatory and advisory
bodies in this area.

Further details on the HGC are available on
www.hgc.gov.uk/

Conclusions

That the law of contract requires full disclosure
in the utmost good faith is clear. The result of a
genetic test, if known, is almost certain to be a
material fact which must be disclosed to the
insurer. For this reason, it is in the interests of
insurers to press for increased reliance on and use
of genetic testing. This may have three practical
effects:

– Those who discover they are genetically ‘pure’
may decide that they do not wish to take out
additional insurance beyond state provision.
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– In the event that a ‘genetic underclass’
were to develop, and in the further event that
most insurers refused insurance on that basis,
it is possible that an insurer would simply take
the risk and provide insurance on a different
basis. The historical analogy is insurance for
gay men in the 1980s.

– It may be anticipated that there will be
increased political pressure on Government of
the day to fill the gap left by private insurance
schemes and provide for those who cannot
obtain insurance any other way.

The issue which requires much greater discussion
is whether insurers should be allowed to require
an applicant to take a genetic test before
providing insurance. (The first step down this
road may already have been taken with the GAIC
decision of 28 September 2000.) It is very
important not to overlook the fact that this
question, on the face of it a narrow issue, is part
of a far wider debate about whether society wants
or needs genetic testing and the implications of
that testing.

The UK Forum for Genetics and Insurance on
www.ukfgi.org.uk/:

The Genetics Forum on
www.geneticsforum.org.uk/

1 Advisory Committee on Genetic Testing (Code of
Practice and Guidance on Human Genetic Services
Supplied Direct to the Public) September 1997

2 See, eg: London Assurance v Mansel (1879) 11 ChD
363, per Jessel MR

3 Pan Atlantic Insurance Co Ltd v Pine Top Insurance Co
Ltd [1995] 1 AC 501

q Nicholas A Peacock is a barrister at the
Chambers of Kieran Coonan QC, 6 Pump Court,
Temple, London, EC4Y 7AR, specialising in all
aspects of medical law. He is co-author with
Charles Foster of Clinical Confidentiality
(Monitor Press, August 2000).

The following further websites may be of interest:
British Society for Human Genetics on
www.bshg.org.uk/

The UK Patents Regulations 2000:
A Hostage to Fortune
In July 2000 the UK became one of only three
EU Member States1 to implement EU Directive2

98/44/EC and explicitly enshrine in national patent
law the principle that biological material should
not be treated as per se unpatentable. However,
whilst the Regulations are applauded by those
who believe that they will help foster the
bioscience industry, the clear presumption in
favour of granting patents, and the open language
used in the Regulations3, raises questions as to
whether in fact the protection is appropriate.

Directive 98/44/EC

Directive 98/44 was adopted by the European
Parliament in July 1998 and requires all Member
States to provide patent protection for
biotechnological inventions. The Directive
is aimed at eliminating any barriers to trade
which would otherwise be detrimental to the
development of the biotechnology industry.
It is clear that the objective is to promote
investment in the biosciences with the patent
system as an appropriate mechanism for helping
achieve this objective.

The clear presumption in favour of patenting living
material can be seen by the fact that the Directive
states that where the material claimed is similar to
material which occurs naturally, then it can be
claimed as a novel invention provided the element
has been isolated, or otherwise produced by a
technical means, from its natural environment4.

On this basis genetic material in situ is not
patentable. However, the isolation of the genetic
material from its natural environment will render
the material, in patent law terms, novel as it will
be regarded as not having been previously
available in that isolated form. If the material is
put to some use then, providing neither the act of
isolation nor the use is obvious to others working
in that area, patent offices will regard the isolated
material, in that utilised form, as patentable. In
respect of human genetic material, the Directive
states that the human body at ‘the various stages
of its formation and development’, and simple
discoveries relating to elements of the human
body, including simple discoveries of gene
sequences5 are unpatentable. However elements6

isolated from the human body, or otherwise
produced, may be patentable.

Acting as a constraint on this presumption the
Directive, building on the existing patent law set
down in the European Patent Convention, states
that patents are not available over inventions
which are contrary to morality7. To assist in
defining what is an invention contrary to morality
the Directive provides a list of those inventions
automatically excluded from protection
irrespective of the novelty or inventiveness
involved.

Article 6(1) sets out the general principle that
inventions will be denied patent protection where
the commercial exploitation would be contrary to

On-line sample copy of this and other related
newsletters at www.geneticslawmonitor.com
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