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Australian Genetic Non-Discrimination Working Group
Submission to Inquiry into the Australian Life Insurance Industry

An Australian working group has recently formed to explore issues around the use of genetic
information, including by the insurance industry. The group is comprised of genetic and medical

professionals, research scientists, lawyers, genetic counselling, law and bioethics academics, social
scientists and a senior actuary with experience in this area.

This submission primarily addresses subsection (a) of the Terms of Reference— the need for further
reform and improved oversight of the life insurance industry. It also briefly addresses subsection (e) —
the effectiveness of internal dispute resolution in life insurance.

A.

SUMMARY

Australian government review of the use of genetic test result data by the life insurance
industry is over 10 years old, and given advances in this field over this period, further review is
required

Internationally, concern over the use of genetic test results has led other countries to adopt
regulatory responses such as legislation or moratoriums to prohibit or discourage the use of
certain genetic information by the insurance industry

New technologies and cost reductions are making genetic testing far more readily accessible
than before — in particular, the increased accessibility of whole-genome sequencing (WGS) has
resulted in a significant increase in the amount of genetic information available, with potential
for wider implementation

In a research context, the availability of WGS is also leading to a dramatic increase in the
amount of genetic information generated. Such findings are not usually validated through
laboratories accredited by the National Association of Testing Authorities (NATA) for use in the
clinical setting

Direct-to-consumer (DTC) testing at a decreasing cost is also leading to an increased amount of
genetic test result data that is returned to consumers, and which is not necessarily validated
through NATA accredited laboratories

The first population-scale surveys of human genetic variation are showing that the ability to
predict the risk of many diseases through genetic information is even less statistically robust
than previously believed

Australian life insurers should not be able to make underwriting decisions using genetic
information in the absence of robust statistical data as per the exemption under the Disability
Discrimination Act

Concerns around the insurance implications of the use of genetic information are affecting
public willingness to participate in research as well as the uptake of potentially life-saving
genetic testing, and Human Research Ethics Committees have been reticent to approve genetic
research projects due to concerns about insurance implications

Life insurers are not required to transparently justify underwriting decisions made on the basis
of genetic information, and there is no easily accessible appeals process for applicants

Australia must be proactive in regulating the use of genetic information to protect individuals,
safeguard the future of genetic research and facilitate genetic testing in the health-care setting
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RECOMMENDATIONS

1.

The Commonwealth Department of Health (DOH) convene a roundtable meeting of genetic
health and research experts, and patient and insurance industry representatives. At that
meeting participants will agree on actions to ensure that genetic information is not used by the
insurance industry in a manner that would undermine the current and potential public health
benefits of genetic research and medicine. At that meeting, the recommendations discussed
should include the remainder of the recommendations listed below.

2. Formation of a suitably qualified working group within the DOH which will determine which
genetic tests or results can be used in underwriting decisions.

3. Development of standards to ensure that life insurance companies comply with the
determinations of the working group.

4. Development of a clear and accessible avenues for the giving of reasons for adverse insurance
decisions and appeals by applicants.

5. Exclusion of the use of genetic information generated by genetic tests conducted in research
studies by life insurance companies in making underwriting decisions.

6. Development of a formal structure to govern regular audits of the use of genetic information by
life insurance companies, in cooperation with the FSC.

7. One of the steps to be considered by the roundtable would be the implementation of a
temporary moratorium on the use of genetic test results by life insurance companies, except in
the case of using a negative (mutation free) predictive test result to counter family history, while
appropriate and flexible policies are developed which can adapt to rapidly advancing technology
and the increasing volume of genetic information.

DISCUSSION

Use of genetic information in underwriting decisions

International context

Internationally, there has been concern for some decades regarding the use of genetic information
generated from genetic testing and the potential for discrimination against individuals on the basis
of their genetic characteristics, particularly by insurance companies.

In the United Kingdom, a voluntary concordat and moratorium agreed between the government and
the Association of British Insurers prevents life insurers from using genetic test result information in
their policy decisions up to a certain limit, and only very limited information above that limit.
However, recipients of ‘negative’ predictive test results can use this to counter an adverse family
history.

The USA has introduced the Genetic Non-Discrimination Act (GINA). As health insurance is mutually
rated in the USA, this is the focus of the Act — it does not apply to life insurance policies. However,
some states in the USA have enacted separate legislation to regulate the use of genetic information
by life insurance companies’
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In Canada, Bill S-201 (passed by the Senate and now in the House of Commons) prohibits requesting
genetic testing, asking for or disclosing genetic test results without consent. It also amends the
Canadian Human Rights Act to add “genetic characteristics” as a type of discrimination.

The Council of Europe’s Convention on Human Rights and Biomedicine prohibits genetic
discrimination. Different countries in Europe have taken different approaches in terms of the
implementation of this prohibition, but there is a general agreement that the use of genetic testing
in private insurance should be prohibited or at least restricted. Many countries, including Belgium,
Austria, Denmark, France, Germany, Lithuania, Norway, Portugal, and Sweden, have enacted
legislation that prohibits the use of genetic information by insurers in setting premium levels.

Australia

In 2003, the Australian Law Reform Commission and the Australian Health Ethics Committee
published the results of an inquiry into the use of genetic information, titled “Essentially Yours: The
Protection of Human Genetic Information in Australia (ALRC Report 96)” (the 2003 report). The
Inquiry stated that, “As a general rule, there should be no departure from the fundamental principle
underlying the market in voluntary, mutually rated life insurance, namely equality of information
between the applicant and the insurer. However, where the underwriting of insurance involves the
use of human genetic information, the insurance process should be subject to the
Recommendations in this Report.” (Recommendation 26-1). That recommendation was made in the
context of a number of other recommendations (set out in full in Appendix 1 of this submission)
which were intended to lead to regulation regarding the use of genetic test results by insurers and
protect individuals from discrimination in the use of that information.

Currently, Australian life insurance companies do not require applicants to undergo genetic testing
before applying for life insurance policies, regardless of their family history. The working group
considers that this practice is sound and should remain. However, once genetic tests have been
undertaken, the use of that information by insurance companies is currently not well regulated. In
the 2003 report, the Inquiry found that existing legal mechanisms and industry practices fell short of
the desired standards in several respects. Their recommendations relate mainly to the review, by an
expert body, of genetic tests for use by the insurance industry and measures to promote
transparency by the industry.

Despite Commonwealth Government support for many of the 2003 report recommendations in its
response, the (now disbanded) Human Genetics Advisory Committee (HGAC) did not establish
procedures for assessing the use of genetic tests, and the Government left the implementation of
many of the recommendations to the insurance industry, which has not taken steps to do so. Clearly
this approach was not sufficient to ensure the level of protection which the Inquiry considered in
2003 should be afforded to individuals as a balance to the ability of insurers to use their genetic
information. Thirteen years later, with the development of and rapidly decreasing cost of
technologies such as next-generation sequencing technology, the volume of genetic data and the
ease with which it can be obtained is vastly increased and the need for protection of individuals is
critically higher. On this basis, the Government must take an approach that directly requires
implementation by insurers if it is to be satisfied it is discharging its duty to protect individuals from
misuse of genetic test result information. At the very least, the insurance industry should be
required to implement those recommendations (or adopt measures consistent with those
recommendations and appropriate to take into account the changes in technology and genetic
science since 2003).
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The working group appreciates that this topic is a significant one which requires expertise and
consultation with a number of key stakeholders, including representatives from the insurance
industry.

Life insurance code of conduct — October 2016

The working group is aware that the FSC began rolling out a Code of Conduct to its member life
insurers with effect from 1 October 2016, and expects them to have completed their transition to
the new Code by 30 June 2017. That Code indirectly addresses several of the points made in this
submission, but it does not specifically mention genetic information. The working group agrees with
the views presented in the 2003 report, which considered that genetic information presents a
special case, requiring specific consideration. We consider that the Life Insurance Code of Conduct
would need strengthening to address those specific concerns. Nevertheless, the advent of the Code
shows a willingness by the life insurance industry to improve self-regulation. The Code may
therefore be a good vehicle through which to introduce the reforms on the use of genetic
information advocated in this submission.

Influence of insurance implications on uptake of genetic testing

Australian and international research has shown that a fear of adverse determinations by life
insurers acts as a deterrent to obtaining life-changing or possibly life-saving genetic testing. In one
study, the number of people who declined predictive testing when informed of the insurance
implications was more than double the number who declined without knowledge of the insurance
implications®.This obviously has both health and cost implications both for individuals and the public
health system. The decision not to have testing for fear of insurance implications may mean that the
public health system will bear the burden of care for individuals who choose not to undergo genetic
testing for predisposition to preventable conditions.

Genetic information with uncertain significance and research findings

Historically, genetic studies have focused on families affected by disease. Recently, genetic research
in healthy population genetics has shown that many genetic changes previously thought to be
disease-causing are in fact benign and commonly found in the healthy population. In addition, many
gene changes (mutations) can cause disease in some people but not in others. This is known

as incomplete penetrance, and it can create issues for the calculation of risk on the basis of genetic
testing, especially given the volume and complexity of data that is being generated through the
development of new technology. Sufficient population data (including data from individuals with a
range of ethnicities) has not yet been generated to allow for robust statistical analysis of many
apparently disease-causing genetic changes.

The Inquiry’s findings in the 2003 report did not distinguish between genetic test results showing the
basis for disease (diagnostic testing), and predictive genetic testing showing pre-symptomatic
potential (but not certainty) for disease development in future. As technology advances, its ability to
detect genetic changes that are not fully understood by researchers grows exponentially. The
statistical value of these results is often low, but current policy does not regulate of the use of this
information by insurers through determination by an independent body. The working group is
concerned that the lack of regulation could allow insurance companies to make policy decisions
based on poorly understood genetic data. This is particularly pertinent in a research setting, where
research participants may have genetic results returned to them outside of a clinical context.

L. Keogh et al. (2009)
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Currently, the FSC Standard No 11 (Genetic Testing Policy) does not distinguish between genetic
information received through participation in research and in a clinical setting. This means that, if
requested, applicants for life insurance are required to disclose any genetic data that has been
returned to them through participation in a research study, even if that data has not been validated
by an appropriately accredited laboratory to enable it t be used clinically, and even if the significance
of that data is uncertain. Such data is not appropriate for use by insurance companies in making
underwriting decisions, but there is currently no independent oversight over how insurance
companies may use this data, whether insurance companies’ advisors have sufficient expertise to
understand and interpret complex genetic information or whether their underwriting decisions are
made with a sufficient basis.

Further, it has been shown that fear of insurance implications also affects the public’s willingness to
participate in research, which will detrimentally affect future genetic research. Human Research
Ethics Committees have also been reticent to approve genetic research studies without amendment
based on insurance concerns. For example, one study that was to provide a risk estimate regarding
risk of melanoma using genetic analysis initially had approval withheld unless the researchers
stipulated in the participant information sheet that they should seek independent legal advice prior
to participating. The researchers successfully appealed this determination®, but it is clear that if such
requirements become commonplace, the willingness of research participants to be involved in
research for altruistic purposes will dramatically decrease.

Regardless of how the use of genetic information obtained in a clinical context is ultimately
regulated, genetic test result information that is returned to participants in a research context
should be treated distinctly and should not be used by insurers. The UK’s current moratorium has
adopted this approach in respect of whole-genome sequencing carried out in major research
projects.

Another area of concern is the rising trend of direct-to-consumer (DTC) genetic testing. This is
available, often online, directly from a provider. There is variability in the industry as to whether a
test is offered with a medical or scientific intermediary interpreting the results, or scrutinising their
validity. The decreasing cost of DTC testing is leading to an increase in the number of consumers
accessing testing for novelty or ‘for interest’ purposes, without an understanding of the potential
insurance implications of that testing or the fact that this testing should be disclosed to insurers.
Under current policy, there is no regulation regarding how these results might be used by life
insurers. The working group submits that DTC testing results should not be used by insurance
companies in making underwriting decisions without the oversight of an independent expert
working group, and that until such a time as that group can be formed, DTC results should be
excluded from consideration by life insurers.

Avenues for review of adverse underwriting decisions

This working group is concerned about the ability of applicants to access review or remedies in the
case of an adverse determination by a life insurer. A particular case which exemplifies the difficulties
with the current practice is that of James, as reported in a 2013 papera. In summary, James was
denied increased life insurance cover for cancer after having predictive testing for a gene known to
be associated with increased risk of colorectal cancer, despite providing the insurer with evidence
that with appropriate screening his cancer risk would be equal to population risk. The insurer
ignored James’ request for information regarding the basis of its decision, and only after he made an

% Personal communication, Associate Professor Anne Cust, University of Sydney
LA Keogh and Otlowski (2013)
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application to the Human Rights Commission did the insurer provide him with increased cover.
James was well-educated and particularly tenacious — far from a typical consumer, for whom the
avenues for challenging decisions by insurers are limited, not advertised and difficult to negotiate.
Further, genetic information has the ability to affect other family members and a mechanism that
requires public appeals processes that may inadvertently disclose genetic results to family members
is inappropriate.

HGSA Position Statement

The Human Genetics Society of Australasia (HGSA) has published a position statement that
specifically considers the use of genetic information by life insurance companies. The HGSA's
position statement aligns with many of the comments, concerns and recommendations raised by the
working group. Relevantly, the HGSA, inter alia:

e considers insurers should not require disclosure of genetic testing undertaken as part of a
research project;

e considers insurers should implement a moratorium on the use of predictive genetic
information pending improved actuarial estimates of the impact of that information on
adverse selection;

e considers insurers should seek information from expert geneticists to assist with reviewing
its actuarial modelling of the impact of predictable genetic disease; and

e supports implementation of legislation to protect against abuse of predictive genetic
information.

Accordingly, the working group submits that the Commonwealth Government must reconsider the
use of genetic information by the insurance industry and ensure that it is appropriately regulated.
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Appendix A — selected recommendations from ALRC Report 96 — “Essentially Yours: The Protection
of Human Genetic Information in Australia”

e Recommendation 27-1: the Human Genetics Commission of Australia (HGCA) should establish
procedures to assess and make recommendations on whether particular genetic tests should be
used in underwriting mutually rated insurance, having regard to their scientific reliability,
actuarial relevance and reasonableness;

e Recommendation 27-2: The insurance industry should develop mandatory policies for their
members to ensure that, once the HGCA has made a recommendation in relation to the use of a
particular genetic test in underwriting, that test is used only in conformity with the
recommendation; and

e Recommendation 27-3: the insurance industry should require its members to state, on relevant
insurance application forms, that not all genetic test results have to be disclosed and that
applicants may obtain further information about this from the insurer.

e Recommendation 27-5: the Commonwealth should amend the Insurance Contracts Act 1984
(Cth) to clarify the nature of the obligation of an insurer to provide written reasons for an
unfavourable underwriting decision upon the request of an applicant. Where such a decision is
based on genetic information, including family medical history, the insurer should be required to
give reasons that are clear and meaningful and that explain the actuarial, statistical or other
basis for the decision.

e Recommendation 27-6: the insurance industry should require their members to inform
applicants of their statutory entitlement to reasons for an adverse underwriting decision based
on genetic information, including family medical history, and develop mandatory policies for
their members about appropriate mechanisms for providing sensitive information to applicants
in response to a request for reasons.

e Recommendation 27-7: the insurance industry should develop mandatory policies for their
members regarding the provision of reasons by an insurer to an applicant following an
unfavourable underwriting decision based on family medical history. These policies should
ensure that the reasons given are clear and meaningful and that they explain the actuarial,
statistical or other basis for the decision.
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