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Best Practice on Use of Genetic Test Results (‘“Best Practice”)

Preamble

Formerly known as the “Code of Practice on Genetic Testing” (“Code”), the Code
was first introduced in May 2000 by the Genetics Working Group formed by the
Hong Kong Federation of Insurers (“HKFI”). The Code was later revised on 1 May
2005, and was endorsed by all Life Insurance Members (“LIMs”) and General
Insurance Members (“GIMs”) of the HKFI.

In light of the medical advancement, particularly related to DNA technology since
2005, the Life Insurance Council (“LIC”) in April 2017 began a review of the Code.
Further, in December 2017, it has come to the HKFI's attention that the Hong
Kong SAR Government had established a Steering Committee on Genomic
Medicine (“Steering Committee”), comprising of experts from the academic,
clinical and research sectors to map out strategies for developing genomic
medicine in Hong Kong. The Steering Committee recommended that more
specific regulatory measures against genetic discrimination in the context of
insurance should be explored.

In November 2018, the HKFI, along with the Food and Health Bureau (“FHB”)
decided to take forward the recommendation of the Steering Committee. The
HKFI believes the development of genomic medicine will have long term positive
effects in advancing the development of medicines and in early treatment
intervention. Genetic testing can also be a useful tool in the diagnosis, prevention
and treatment of illnesses or diseases. Further, the public should not be
discouraged from the benefits of genetic testing because of concerns over
obtaining insurance coverage.

Member Companies are advised to read the Best Practice in conjunction with,
without limitation, the relevant provisions of the Insurance Ordinance (“IO”, Cap.
41), Personal Data (Privacy) Ordinance (“PDPO”, Cap. 486), Disability
Discrimination Ordinance (“DDO”, Cap. 487), and Codes and Guidelines issued
by the Insurance Authority (1A). Member Companies are reminded to comply with
all applicable laws, codes and guidelines, including without limitation the
aforementioned ordinances, codes and guidelines, in their practice.

Introduction

Many countries have introduced limitations (self-regulation or legislation) in
recent years on the request and use of genetic test results by insurers for the
purpose of assessing insurance applications.

Genetic testing awareness and advancement has been growing rapidly since the
Code took effect in 2005. The HKFI believes this is the appropriate time to revisit
the principles of insurance practice on the use of genetic test results to better
protect the insuring public and to provide more clarity to the applicants and the
insured persons about the practice of the insurance industry. The Best Practice
defines the industry’s position and sets out guidelines on the use of genetic test
results to uphold the essential fundamentals of voluntary insurance. Itis intended
to strike an appropriate balance between the interests and standards of both
insurers and customers regarding genetic testing and insurance.

Scope
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The scope of this Best Practice covers issues on the use of genetic test results
in relation to insurance activities, which include but are not limited to underwriting
and claims assessment.

All Members of the HKFI are advised to adhere to the Best Practice. For the
avoidance of doubt, the Best Practice only applies to the use of genetic test
results in conducting insurance activities with existing and potential insured
persons. It does not attempt to provide any advice on medical testing, medical
treatment or other therapeutic purposes.

The Best Practice applies to all Hong Kong residents (including without limitation
residents with valid working visa in Hong Kong).

Notwithstanding any provisions in the Best Practice, for Certified Plans under the
Voluntary Health Insurance Scheme (“VHIS”), (a) no Predictive Genetic Test
results can be requested by an insurer, and neither can any of such results be
taken into account by an insurer, regardless of the level of coverage or medical
conditions or genetic predispositions of the applicant or the insured; and (b) only
Diagnostic Genetic Test results can be requested by an insurer in accordance
with paragraph 5.2 of the Best Practice (see below). For avoidance of doubt, if
the VHIS is attached as a policy rider, insurers shall comply with the relevant
requirement of FHB and abide to the Best Practice for that part of the policy
issued under a VHIS Certified Plan.

Interpretation

Genetic testing relevant to the insurance industry refers to the types of medical
tests that analyse human DNA or chromosomes to detect changes or variations
in the genetic material related to diseases'. The results of a genetic test may
confirm a clinical suspicion, determine a person’s susceptibility to a disease, or
help predict a person’s chance of developing or passing on a genetic disorder.

There are many different types of genetic tests available on the market. The most
common tests' include:

(a) Diagnostic Genetic Test

A diagnostic or confirmatory genetic test identifies or confirms a specific
genetic or chromosomal condition in a symptomatic individual. A positive
test result means the faulty gene or chromosomal abnormality causing the
condition has been found. A negative test result means a faulty gene or
chromosomal abnormality has not been found and the suspected condition
can likely be ruled out.

(b) Predictive Genetic Test

A predictive or pre-symptomatic genetic test detects gene mutations or
variations that increase the risks of developing disorders after birth, often
later in life. These tests can be helpful, for example, to people who have a
family history of a genetic condition but show no symptoms of the condition
at the time of the testing. A positive test result means the faulty gene has
been found and there is an increased probability that the individual will
develop the condition. A negative test result means the faulty gene has not
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been found and the individual has a lower probability of developing the
condition.

A genetic test that may suggest susceptibility or relative risks of developing
a disease based on a genetic variation can also be regarded as a predictive
test.

(c) Carrier Test

Carrier testing is used to identify people who carry one copy of a gene
mutation that, when present in two copies, causes a genetic disorder. This
type of testing is offered to individuals who have a family history of a genetic
disorder and to people in certain ethnic groups with a higher risk of specific
genetic conditions. If both parents are tested, the test can provide
information about a couple's risk of having a child with the genetic condition.

(d) Pharmacogenetic Test

This is a type of genetic tests that determines the influence of genetic
variations on drug metabolism and response, and can guide individual drug
dosage and selection.

(e) Prenatal Test

Prenatal genetic tests are used to detect changes in a fetus’ genes or
chromosomes before birth. This type of testing is offered to couples with a
high risk of having a baby with a genetic or chromosomal disorder.

For the purpose of the Best Practice, “Genetic Testing” refers to Diagnostic
Genetic Tests and Predictive Genetic Tests, since they are considered the most
relevant by insurers in assessing insurance risks.

Genetic Testing and Underwriting

Insurers will not require, compel or pressure potential applicants to undertake
genetic testing for underwriting purposes.

Without prejudice to paragraph 5.1 and subject to paragraph 5.3, in the event a
Diagnostic Genetic Test has been conducted, insurers may request for the
results of such Diagnostic Genetic Test for the purpose of underwriting.

In any event, insurers will not ask for the results of any types of genetic tests
(Diagnostic or Predictive) for the purpose of underwriting if the genetic testing
was conducted in the context of scientific research, including those in connection
with the Hong Kong Genome Project.

Without prejudice to paragraph 5.1, for Life Insurance, and Critical lliness
Insurance, subject to paragraph 5.3, in the event a Predictive Genetic Test has
been conducted, insurers may request for the results of such Predictive Genetic
Test as relevant for the purpose of underwriting, if both of the following criteria
are satisfied:

(@) The sum assured in the policy is above the threshold listed in the Annex for

the type of insurance applied on a per life basis, and
(b) The medical condition/gene requested is among those listed in the Annex.
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For Life Insurance, and Critical lliness Insurance that do not satisfy the criteria

listed in paragraph 5.4, and for all VHIS Certified Plans and other insurance plans,
insurers will not ask for the results of any Predictive Genetic Tests.

Notwithstanding paragraph 5.5, insurers may use the results of a Predictive
Genetic Test for underwriting purpose if the applicant voluntarily provides such
information, and the information will result in a more favourable underwriting
decision to the applicant. For example, if the applicant has disclosed his/ her
family history of breast cancer, and voluntarily provides a negative test result for
the BRCA 1 or 2 gene, the insurer may use the result for underwriting purpose.

Insurers will not ask or use the results of any genetic tests of a relative or family
member of a proposed or existing insured person for the purpose of underwriting.
However, for the avoidance of doubt, applicants or proposed insured persons are
obliged to truthfully answer an underwriting question related to the medical
history of family members.

Proposed or existing insured persons will not be required to disclose the results
of a genetic test undertaken by another person.

Genetic Testing and Claims Assessment

If, at the underwriting stage the criteria set out in paragraph 5.4 are satisfied, the
insurer requests for the Predictive Genetic Test results from a proposed or
existing insured person, such person for any reason fails to disclose any of the
results of the Predictive Genetic Test that has been undertaken, such non-
disclosure may have an impact on the assessment decision at the claims stage.

If, at the claims stage, non-disclosure of the results of such Predictive Genetic
Test is discovered, whether such non-disclosure will be considered as material
will be based on:

(@) The relevant practice at the time of underwriting, and

(b) Whether the claimant’s Predictive Genetic Test results were obtained
exclusively in the context of scientific research (including those obtained
under the Hong Kong Genome Project).

Protection of Personal Information

Insurers will comply with the Hong Kong PDPO and related codes of practice,
guidance notes and guidelines with regard to the collection, access, storage and
usage of genetic test data.

Insurers will not share the genetic information obtained from any person with any
other insurance company without prior, explicit and informed consent of that
person, unless the information is required for the purpose of reinsurance or for
detection/prevention of insurance fraud, and such transfer of information is
permitted under applicable laws.

Revision to the Best Practice, Threshold and the List of Medical Conditions
in the Annex
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The HKFI will monitor the development of genetic testing around the world, with
reference to the recommendations made by reputable organizations such as the
Genetic Alliance UK' research findings from medical researchers and the Hong
Kong Genome Project or overseas insurance bodies. The Best Practice will also

be reviewed regularly, or whenever new technologies or regulatory requirements
necessitate.

The HKFI will keep the FHB up-to-date when it amends the Best Practice, and
the List of Medical Conditions in the Annex.

The HKFI has overall ownership and responsibility for managing the List of
Medical Conditions in the Annex. The HKFI will:

(a) Use the following criteria when formulating the original List of Medical
Conditions and when considering the addition/removal of any genetic
mutation/diseases to/from the list:

i. The decision is supported by sound actuarial or other data from
a reliable source;
ii. The decision is applicable to the Hong Kong market/population;

(b) Seek independent advice from appropriate medical specialists (o be
determined);

(c) Provide the date of the medical condition added to/removed from the List
for the avoidance of doubt;

(d) Consider the comments from the FHB as to the final recommendations; and

(e) Review the List of Medical Conditions in the Annex regularly.

Transitional Provision

The HKFI recognises that in order to adhere to the Best Practice, Member
Companies may require time to revise their own policy documents, put in control
and processes, and provide education and training to the staff and distribution
channels. A transitional period of 10 months from the Commencement Date (i.e.
from 1 June 2020 to 31 March 2021) will therefore apply to this Best Practice. In
the meantime, Member Companies may continue to employ the current Code
issued by the HKFI in May 2005.

Commencement

10.1 The Best Practice shall take effect from 1 June 2020.

May 2020

DISCLAIMER: The Chinese version is a translation of the original in English. In

case of any discrepancy(ies), the English original will prevail.
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Annex

Type of
Insurance

Threshold of sum
insured in the
insurance policy
above which
Predictive Genetic
Test results may
be requested

Medical Conditions for which Member
Companies may ask for and take into account
the Predictive Genetic Test results

Life Insurance

HKD 5,000,000

*AEarly-onset autosomal dominant Alzheimer
disease (EOAD)

*AHereditary breast and ovarian cancer syndrome
*Lynch syndrome/Hereditary non-polyposis
colorectal cancer

Critical lliness | HKD 1,000,000 *Autosomal dominant polycystic kidney disease
Insurance (ADPKD)

AHuntington’s Disease (HD)

AHypertrophic cardiomyopathy (HOCM)
VHIS Predictive Genetic Test results will not be asked for, or taken into account,

All other types
of insurance

regardless the level of coverage.

*Reference: https://www.cia-ica.ca/docs/default-source/2016/216002¢e.pdf

AReference: https://www.cia-ica.ca/docs/default-source/2014/214082e.pdf

(As of April 2020)

"What is genetic testing? National Library of Medicine (US). 2017 Dec 6 [cited 2017 Dec 11]. Available
from: https://ghr.nlm.nih.gov/primer/testing/genetictesting

i What are the types of genetic tests: National Library of Medicine (US). 2017 Dec 6 [cited 2017 Dec 11].
Available from: https://ghr.nim.nih.gov/primer/testing/uses

i Genetic Alliance UK. 2017 Dec 6 [cited 2017 Dec 11]. Available from: https://geneticalliance.org.uk/
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"What is genetic testing? National Library of Medicine (US). 2017 Dec 6 [cited 2017 Dec 11]. Available

from: https://ghr.nlm.nih.gov/primer/testing/genetictesting

i What are the types of genetic tests: National Library of Medicine (US). 2017 Dec 6 [cited 2017 Dec 11].

Available from: https://ghr.nim.nih.gov/primer/testing/uses

i Genetic Alliance UK. 2017 Dec 6 [cited 2017 Dec 11]. Available from: https://geneticalliance.org.uk/
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